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TO THE READER 
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In the State Legislatures 


Comminuted meat law.—The manu 
facture, offering for sale or 
exposing for sale or having in posses 
sion with intent to sell, in Michigan, of 
meat loaf, chili 
con carne, liver sausage, 


sale, the 


sausage, hamburger, 


head cheese, 


sulze, blood Sausave, New York (New 
England) (pressed luncheon), and 
tongue sausage that is adulterated or 


deleterious or not in compliance with 
Public Act No. 108, Acts of 1952, is 


prohibited Further, the mentioned 
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products are defined, as are other 
terms used in the act; provision is 
made for licensing; labeling and ad- 
vertising are regulated; penalties for 
violations of the act are prescribed; 
and certain acts and parts of acts are 
repealed. Purpose of the new law is 
“the protection of the public health and 
the prevention of fraud and deception 
: .” (S. B. 108, approved May 2, 
1952.) 


Eggs and egg products.—Standards 
and regulations are prescribed by an 
Arizona law “for the production, in- 
spection and distribution of eggs and 
egg products.” Four grades of chicken 
eggs are standardized and designated, 
and grade tolerances are set. (H. B. 
176, approved March 22, 1952.) 


Practice of pharmacy.—New Jersey 
has amended its Revised Statutes Sec- 
tion 45:14-11 to provide for the 
issuance of renewal certificates of reg- 
istration for pharmacists and assistant 
pharmacists upon payment of a reg- 
istration renewal fee of three dollars, 
annually. Section 45:14-15, concerned 
with filing of prescriptions, container- 
label information, and prescription rec- 
ordation, has also been amended. 
(A. B. 324 and A. B. 306, both ap- 
proved May 6, 1952.) 


Narcotics.—It is a high misdemeanor, 
in the State of New Jersey, for any 
person to hire, employ or use any child 
under the age of 18 to transport, carry, 
sell, prepare for sale or offer for sale 
morphine, cocaine, heroin, opium or 
any derivative, or marijuana, for any 
unlawful purpose. The new law took 
effect immediately upon enactment. 
(A. B. 542, approved May 5, 1952.) 

Another new New Jersey law supple- 
ments Chapter 108 of Title 2A of the 
New Jersey Statutes to provide that 
effective April 24, 1952, it also consti- 
tutes a high misdemeanor for a person 
to induce or persuade any other person 
to use any narcotic drug unlawfully, or 
to aid or to contribute to such use of 
any narcotic drug by another person, 
or to contribute to the addiction of 


any other person to the unlawful use 
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of any narcotic drug. (A. B. 561, ap- 


proved April 24, 1952.) 


Michigan amends Sections 2 and 20 
of Act No. 343 of the Public Acts of 
1937 (as last amended by Act No. 175 
of the Public Acts of 1951) to make it 
unlawful for any person duly licensed 
under the provisions of said act to 
manufacture, possess, have under his 
control, sell, prescribe, administer, dis- 
pense or compound any narcotic drug, 
except as authorized in said act; and 
to provide that any person duly li- 
censed under the provisions of said act 
who violates any provision of the act 
shall be guilty of a felony, punishable 
by imprisonment in the state prison for 
not more than ten years or by a fine of 
not more than $10,000, or by both such 
fine and imprisonment. (S. B. 92, ap- 
proved April 17, 1952. 


Also, in Mississippi controls have 
been tightened by the amendment of 
Section 2282, Mississippi Code of 1942, 
imposing greater penalties for the un- 
lawful sale or possession of marijuana 
(S. B. 139, approved April 14, 1952.) 


Hormone-type herbicides.—A Mis- 
sissippi act provides for the regulation 
of the application of any substance or 
mixture of substances producing a 
physiological change in the plant tissue 
without burning intended for prevent- 
ing, destroying, repelling or mitigating 
any weed, when such hormone-type 
herbicides are applied by aircraft. The 
enactment further provides for the li- 
censing by the state plant board of any 
person, firm or corporation engaged in 
the business of applying such herbi- 
cides by aircraft; that the Mississippi 
Aeronautics Commission shall regulate 
aircraft used in connection therewith; 
that the state plant board shall issue 
rules and regulations in connection 
with such application; that nonresident 
applicants be required to give bond and 
designate the secretary of state as resi- 
dent agent for service of process; and 
that inspection of premises and equip- 
ment used in such and for 
other related purposes, be authorized. 
(H. B. 624, approved April 16, 1952.) 


process, 
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Res Judicata—An Acquittal 
in a Criminal Case Does Not Bar 
Subsequent Seizure Action 








By ARTHUR A. DICKERMAN 


Coffey v. U. S., Now Standing as a Legal Mirage, Has Been 
Completely Obliterated but Without Being Overruled. The 
Author Calls for Definitive Action Regarding the Case 


N a criminal prosecution under the Federal Food, Drug, and Cos- 
metic Act,’ a distributor is charged with shipping a misbranded 
drug interstate. After a trial, he is acquitted. He then continues to 
ship the same drug with the same labeling interstate. When the gov- 
ernment institutes seizure actions * against those shipments, the dis- 
tributor contends that the prior acquittal in the criminal case establishes 
the legitimacy of his drug. Invoking the defense of res judicata, the 
distributor asks that the seizure actions be dismissed. Upon such 
facts,’ it is held that this defense is not a good one. (U. S. v 
191 F. (2d) 741 (CA-9, 1951).) 
1 See 21 USC Secs. 331 (a) and 333 (a). 
? See 21 USC Sec. 334 (a). 
*The drug in question, Sulgly-Minol, 
was represented in its labeling as efficacious 


in the treatment, cure and prevention of 
rheumatism, arthritis, boils and acne. To 


Gramer, 





interstate distribution of this drug by 
Walter W. Gramer. In each case, the 
charge was that the labeling was false 
and misleading, and that the drug was 
misbranded under 21 USC Sec. 352 (a). 
The first criminal prosecution was termi- 





obtain the remarkable benefits which this 
drug allegedly afforded to persons suffer- 
ing from these afflictions, it was only 
necessary to ‘‘rub it on the soles of both 
feet, before going to bed’’; relief followed 
regardless of the situs of the ailment. 
{Record 28.] 

Two criminal prosecutions and a num- 
ber of seizure actions were based upon the 


nated in the District of Minnesota on No- 
vember 3, 1947, by Mr. Gramer’s plea of 
guilty. [Drugs and Devices Notice of 
Judgment 2281.) 

Three subsequent seizure actions resulted 
in default decrees of condemnation and 
destruction. [DC Wis., Drugs and Devices 
Notice of Judgment 2481; DC Tex., Drugs 

(Footnote 3 continued on next page) 
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The Author Is an Attorney, Food and Drug 
Division, General Counsel's Office, Federal 
The Views Expressed 
Are Those of the Author and Not Necessar- 
ily Those of the Federal Security Agency 


Security Agency. 
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On its face, the decision is not startling. 


It is fundamental that 


the government has a heavier burden of proof in a criminal * than in 
a 


a civil ® case. Consequently, a lawyer who is not confused by a famili 
arity with the judicial history of this problem would acquiesce in the 
proposition that the government might well sustain its burden in a 


civil case, though it failed to do soina criminal case.* 


Yet for more than 60 years, the courts and lawyers called upon 
to deal with the issue presented in the Gramer case have wandered in 


a maze of tortuous perplexities and have produced diametrically incon- 
sistent decisions. Why? This question is not academic, since the well- 





(Footnote 3 continued) 
and Devices Notice of Judgment 3154; and 
DC Calif., Drugs and Devices Notice of 
Judgment 3155. ] 

A second criminal action was instituted 
against Mr. Gramer in the District of 
Minnesota on November 30, 1948. After a 
trial before the court, Mr. Gramer was 
found not guilty on April 6, 1949, and the 
Information was dismissed. [Record 26.] 

Following this acquittal, Mr. Gramer 
made several interstate shipments of 
Sulgly-Minol which were seized in the 
Western District of Washington. These 
seizure actions were dismissed by the dis- 
trict court, which assumed that Mr. 
Gramer’s acquittal in the second criminal 
prosecution was a complete legal defense. 
It was this judgment of dismissal that the 
court of appeals reversed. 

*In a criminal prosecution under the 
Federal Food, Drug, and Cosmetic Act, 
the government has the usual burden of 
proving every allegation of material fact 
‘“‘beyond a reasonable doubt."’ Pasadena 
Research Laboratories, Inc. v. U. S8., 169 


F. (2d) 375, 379 (CA-9, 1948), cert. den., 
335 U. S. 853; U. 8S. v. Crescent-Kelvan 
Company, 164 F. (2d) 582, 588-9 (CA-3, 
1948). 


5 Seizure actions are essentially civil cases 
despite the applicability of the admiralty 
rules in the initial stages of such proceed- 
ings. Alberty Food Products Company v. 
U. 8., CCH DRUG COSMETIC LAW RE- 
PORTS { 7182, 185 F. (2d) 321, 326 (CA-9, 


1950). In seizure actions, the government's 
burden of proof is the usual one that 
prevails in civil actions—for example, to 


prove its allegations only ‘‘by a preponder- 
ance of the evidence,’’ and not ‘‘beyond a 
reasonable doubt.’’ U.S. v. 5 Cases 

Figlia Mia Olive Oil, 179 F. (2d) 
519, 524 (CA-2, 1950), cert. den., 339 U. S 
963; U. 8. v. 1114 Dozen Packages . 
Mrs. Moffatt’s Shoo Fly Powders for Drunk- 


enness, 40 F. Supp. 208, 209 (DC N. Y 
1941); C. C. Company v. U. 8., 147 F. (2d) 
820, 824-825 (CCA-5, 1945). Cf. Van Camp 


Sea Food Company, Inc. v. U. S., 82 F. 
(2d) 365, 366 (CCA-3, 1936). 

* The theory of res judicata is that where 
a right, question or fact has been put in 
issue and determined by a court of com- 
petent jurisdiction, it cannot again be 
disputed in a subsequent suit between the 
same parties or their privies; otherwise 


there would be no end to litigation 
Southern Pacific Railway Company v 
U. 8., 168 U. S. 1, 48 (1897). But this 


presupposes that the same degree of proof 
is required in both cases. 
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considered opinion in the Gramer case is that of a court of appeals, not 
the Supreme Court. Until the Supreme Court speaks, some uncer- 


tainty must remain. 


Coffey Case 


Our story begins in 1886 with the case of Coffey v. U. S., 116 U.S. 
436. That was an in rem proceeding against ten barrels of apple brandy, 
one apple mill, 37 tubs and two copper stills. It was charged by the 
government that these articles were subject to forfeiture because they 
were utilized by Coffey in fraud of certain provisions of the internal 
revenue laws. Coffey’s defense as a claimant was that he had previ- 
ously been prosecuted criminally on the same charges, and acquitted 
In sustaining this defense, the Supreme Court stated (pages 442-443 of 
the opinion) : 

It is true that § 3257, after denouncing the single act of a distiller defrauding 
or attempting to defraud the United States of the tax on the spirits distilled by 
him, declares the consequences of the commission of the act to be (1) that certain 
specific property shall be forfeited; and (2) that the offender shall be fined and 
imprisoned. It is also true that the proceeding to enforce the forfeiture against 
the res named must be a proceeding in rem and a civil action, while that to enforce 
the fine and imprisonment must be a criminal proceeding Yet, where an 
issue raised as to the existence of the act or fact denounced has been tried in a criminal 
proceeding, instituted by the United States, and a judgment of acquittal has been 
rendered in favor of a particular person, that judgment is conclusive in favor of such 
person, on the subsequent trial of a suit in rem by the United States where, as against 


him, the existence of the same act or fact ts the matter in issue, as a cause for the 
forfeiture of the property prosecuted in such swt in rem. It is urged as a reason 
for not allowing such effect to the judgment, that the acquittal in the criminal 
case may have taken place because of the rule requiring guilt to be proved beyond 
a reasonable doubt, and that, on the same evidence, on the question of pre- 
ponderance of proof, there might be a verdict for the United States, in the suit 
in rem. Nevertheless, the fact or act has been put in issue and determined against 
the United States; and all that is imposed by the statute, as a consequence of 
guilt, is a punishment therefor. There could be no new trial of the criminal 
prosecution after the acquittal in it; and a subsequent trial of the civil suit 
amounts to substantially the same thing, with a difference only in the conse- 
quences following a judgment adverse to the claimant. [Italics suppliel.] 


On page 444, the Court observed : 


The judgment of acquittal in the criminal proceeding ascertained that the 
facts which were the basis of that proceeding, and are the basis of this one, and 
which are made by the statute the foundation of any punishment, personal or 
pecuniary, did not exist. This was ascertained once for all, between the United 
States and the claimant, in the criminal proceeding, so that the facts cannot be 
again litigated between them, as the basis of any statutory punishment denounced 
as a consequence of the existence of the facts. [Italics supplied. ] 
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On speaking of another case, on page 445, the Court comes closest 
to revealing the true rationale of its opinion: 

The decision was put on the ground that the defendant could not be twice 
punished for the same crime, and that the former conviction and judgment were 
a bar to the suit for the penalty. [Italics supplied. ] 

Study of the italicized portions in these quotations reveals that 
the Coffey case is predicated upon an ambiguous mixture of res judicata 
and double jeopardy." On the one hand, there is a suggestion that since 
the facts were decided against the government in the criminal case, 
that decision was conclusive and the same facts could not be retried 
later in the civil case. On the other hand, the court intimates that the 
purpose of the civil case—i.e., to forfeit property—was punitive ; since 
the claimant in the civil case had already been put “in jeopardy” at 
the trial of the criminal case, it would violate the Fifth Amendment to 
put him “in jeopardy” a second time by attempting to inflict punish- 
ment on him through a civil proceeding. 


But the application of either res judicata or double jeopardy to the 
facts in the Coffey case violates basic legal principles. As an authorita- 
tive opinion of the Supreme Court, the Coffey case has presented the 
lower courts with a continuing dilemma from which the only ultimate 
relief will be a candid holding by the Supreme Court that that case 
was erroneously decided. 


The language in the Coffey opinion, which Justice Frankfurter has 
termed “uncritical” (see his concurring opinion in U. S. ex rel Marcus v. 
Hess, 317 U. S. 537, 554 (1943)), has been fruitful of litigation and has 
been challenged, narrowed and distinguished in many cases. 


Stone Case 


At an early date, the Supreme Court began to delimit the scope of 
the Coffey case. Thus, in Stone v. U’. S., 167 U.S. 178 (1897), the Court 
stated at pages 186-187: 


We are of opinion that the present case is not covered by the decision in 
Coffey v. United States. The judgment in that case was placed distinctly upon the 
ground that the facts ascertained in the criminal case, as between the United 
States and the claimant, could not be “again litigated between them, as the basis 
of any statutory punishment denounced as a consequence of the existence of the facts.” 
In the Coffey case there was no claim of the United States to property, except as the 





™While res judicata is a judicially con- The Fifth Amendment to the United States 
ceived doctrine to prevent incessant litiga- Constitution reads in part: ‘‘nor shall 
tion over the same factual issues (see any person be subject for the same offence 
footnote 6, above), the safeguard against to be twice put in jeopardy of life or limb 
double jeopardy has a constitutional origin. ss 
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result of forfeiture. In support of its conclusion, the court referred to United 
States v. McKee, 4 Dill. 128, observing that the decision in that case was put on 
the ground “that the defendant could not be twice punished for the same crime, 
and that the former conviction and judgment was a bar to the suit for the penalty.” 
[Italics supplied by the Court.] 


The Stone case, therefore, (1) enunciates the proposition that a 
person may not be twice punished for the same offense and (2) infer- 
entially declares the holding in the Coffey case to have been predicated 
upon “double jeopardy” rather than “res judicata.” Under what cir- 
cumstances, however, can it be said that a civil suit against a defendant 
(who has been previously convicted or acquitted in a criminal prosecu- 
tion) is an attempt to inflict a second punishment? Cases coming after 
the Stone case have wrestled with this problem and produced new 


refinements. 


La Franca Case 


On February 24, 1931, the Supreme Court handed down two opin- 
ions which are pertinent here though neither of them cites the Coffey 
case. Both were civil actions brought by the government against 
persons who had previously been convicted in criminal prosecutions 
charging them with violating the National Prohibition Act. In U. S. v. 
La Franca, 282 U.S. 568,° the government sought to collect taxes and 
penalties arising out of the same sales of intoxicating beverages that 
had been the basis of the defendant’s conviction. After holding that 
the sums sought by the government were penalties, the Court states 
on page 573: 

Respondent already had been convicted and punished in a criminal prosecu- 
tion for the tdentical transactions set forth as a basis for recovery in the present 
action. He could not again, of course, have been prosecuted criminally for the 
same acts. Does the fact that the second case is a civil action, under the circum- 
stances here disclosed, alter the rule? [Italics supplied. ] 

The Court gave its answer to this question on page 575: 

But an action to recover a penalty for an act declared to be a crime is, in its 
nature, a punitive proceeding, although it takes the form of a civil action. 

In this case, therefore, the Court held that the prior conviction 
was a bar to the civil suit to recover a monetary penalty arising out 


of the identical transactions. 








® The language in this case, as well as opinion in U. 8. ex rel. Marcus v. Hess 
the Coffey case, is termed ‘‘uncritical”’ 317 U. S. 537, 554 (1943). , 
by Justice Frankfurter in his concurring 
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Various Items Case 


However, in the companion case of Various /tems of Personal Prop- 
erty et al. v. U. S., 282 U.S. 577, the Court held that a prior conviction 
for defrauding the government of taxes on distilled spirits did not bar 
a civil action to forfeit the distillery and other property which the 
defendants had used in so defrauding the government. On page 580, 
the Court stated : 


In United States v. La Franca . . . 568 . . . we hold that, under §5 of 
the Willis-Campbell Act . . ., a civil action to recover taxes, which in fact 


are penalties, is punitive in character and barred by a prior conviction of the 
defendant for a criminal offense involving the same transactions. This, however, 


is not that case, but a proceeding im rem to forfeit property used in committing 


an offense. . . . “The thing is here primarily considered as the offender, or 
rather the offense is attached primarily to the thing. . ” The Palmyra, 12 
Wheat. 1, 14 . fand] in Dobbin’s Distillery v. United States, 96 U.S. 395 
the Court . . . said (p. 401): 

“Nothing can be plainer in legal decision than the proposition that the offence 


therein defined is attached primarily to the distillery, and the real and personal 
property used in connection with the same, without any regard whatsoever to 
the personal misconduct or responsibility of the owner, beyond what necessarily 
arises from the fact that he leased the property to the distiller, and suffered it 
to be occupied and used by the lessee as a distillery.” 

To the same effect, see . United States v. Five Boxes of Asafoetida, 181 
Fed. 561, 564. 


A forfeiture proceeding under R. S. 3257 or 3281 is in rem. It is the property 
which is proceeded against, and, by resort to a legal fiction, held guilty and 


condemned as though it were conscious instead of inanimate and insentient 


In a criminal prosecution tt is the wrongdoer in person who is proceeded against, 


convicted and punished. The forfeiture is no part of the punishment for the criminal 
offense The provision of the Fifth Amendment to the Constitution in respect 
of double jeopardy does not apply ” [Italics supplied. } 


Let us now briefly consider the status of the Coffey case as of 
February 24, 1931—the date of the decisions in the La Franca case and 
the Various Items of Personal Property case. As pointed out in the Stone 
case, the Coffey case rested upon the proposition that a person may 
not be punished twice for the same offense—which means he could 
not be put in jeopardy twice for the same offense. Under the Coffey 
case, therefore, a civil forfeiture proceeding based upon violation of the 
internal revenue laws was barred by the fact that the claimant had been 
acquitted in a prior criminal prosecution based upon the same facts, 
and the conclusion that the forfeiture sought would be another punish 
ment for the same offense. The inference is inescapable that a convic 
tion in a prior criminal case would certainly bar a later forfeiture 


proceeding. 
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On February 24, 1931, however, the Supreme Court split that 
inference. It held that a conviction in a prior criminal case would bar 
a later civil action to recover a monetary penalty (La Franca case). But 
it also held that a conviction in a prior criminal case would not bar a 
later in rem forfeiture proceeding since “the forfeiture is no part of 
the punishment for the criminal offense” and since “the provision of 
the Fifth Amendment to the Constitution in respect of double jeopardy 
does not apply.” (Various Items of Personal Property case.) 


The Various Items of Personal Property case is wholly inconsistent 
with the Coffey case. Upon facts on all fours with the Coffey case 
except that there had been a conviction in the prior criminal case, the 
Court held that the defense of double jeopardy could not properly be 
invoked and that the forfeiture was not a penalty for the criminal 
offense. We submit that on February 24, 1931, the Supreme Court 
came as close to overruling the Coffey case as it is possible to do sub 


silentio 


Mitchell Case 


There remained the La Franca case as a vestigial residue of the 
Coffey case, holding as it did that a conviction in a prior criminal case 
would bar a later civil action to recover a monetary penalty. The La 
Franca case, however, in its turn received the “distinguishing” treat- 
ment in Helvering v. Mitchell, 303 U. S. 391 (1938). This case is best 
considered in the light of the court of appeals decision it reversed 
(Mitchell v. Commissioner of Internal Revenue, 89 F. (2d) 873 (CCA- 
2, 1937)). There the government sought judgment both for an income 
tax deficiency of $728,709.84 and for a 50 per cent penalty for fraud 
ulent tax evasion amounting to $364,354.92. The defendant had been 
acquitted in a prior criminal proceeding involving the same tax defi- 
ciency. Judge Augustus N. Hand, writing the opinion of the court of 
appeals, affirmed the judgment for the tax deficiency but not for the 
50 per cent penalty. The court’s reasons, stated at 89 F. (2d) 878, 
were in part: 

The . . . rule necessarily derivable from Coffey v. United States would seem 
to be that an acquittal in a criminal prosecution is a bar to a civil action to enforce 
fines or forfeitures of property which are in their nature criminal penalties. 
Though this rule seems hard to justify in view of the different degrees of proof 
required in order to establish criminal guilt and civil responsibility, it is implicit 
in the decision of Coffey v. United States which is binding on us in the absence 
of a modification by the Supreme Court.” 
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The court also cited the La Franca case on page 878. One cannot 
but feel sympathetic with the court of appeals, trying to steer between 
the judicially created Scylla and Charybdis. 


Reversing the court of appeals insofar as it had not affirmed the 
judgment for the 50 per cent penalty, the Supreme Court made the 
following rulings in charting the course: 


Page 397 


The difference in degree of the burden of proof in criminal and civil cases 
precludes application of the doctrine of res judicata. The acquittal was “merely 

an adjudication that the proof was not sufficient to overcome all reasonable 
doubt of the guilt of the accused.” . . . That acquittal on a criminal charge is 
not a bar to a civil action by the Government, remedial in its nature, arising 
out of the same facts on which the criminal proceeding was based has long been 
settled. 


Page 399 


Congress may impose both a criminal and a civil sanction in respect to the 
same act or omission; for the double jeopardy clause prohibits merely punishing 
twice, or attempting a second time to punish criminally, for the same offense. 
The question for decision is thus whether § 293(b) imposes a criminal sanction. 
That question is one of statutory construction. 


Page 400 
Forfeiture of goods (etc.) . . . are other sanctions which have been recog- 
nized as enforcible by civil proceedings since the original revenue law of 1789. 


Page 402 

That Congress provided a distinctly civil procedure for the collection of the 
additional 50 per centum indicates clearly that it intended a civil, not a criminal, 
sanction. Civil procedure ts incompatible with the accepted rules and constitutional 
guarantees governing the trial of criminal prosecutions, and where civil procedure 
is prescribed for the enforcement of remedial sanctions, those rules and guarantees 
do not apply. [Italics supplied.] 


In the significant final paragraph of its opinion, the Supreme Court 
stated (pages 405-406) : 


Mitchell insists that Coffey v. United States, 116 U. S. 436, requires affirmance 
of the judgment; the Government argues that this case is distinguishable, and 
if not, that it should be disapproved. The Circuit Court of Appeals, citing Stone 
v. United States, 167 U. S. 178, 186-189, and later cases, recognized that the rule of 
the Coffey case “did not apply to a situation where there had been an acquittal on a 
criminal charge followed by a civil action requiring a different degree of proof’; 
but construing § 293(b) as imposing a penalty designed to punish fraudulent tax 
dodgers “and not as a mere preventive measure,” it thought that the Coffey case 
and United States v. La Franca, 282 U. S. 568, required it “to treat the imposition 
of the penalty of 50 per cent. as barred by the prior acquittal of Mitchell in the 
criminal action.” Since we construe § 293(b) as imposing a civil administrative 
sanction, neither case presents an obstacle to the recovery of the $364,354.92, 
the 50 per centum addition here in issue.” [Italics supplied.] 
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Thus the Supreme Court in 1938 “distinguished” the Coffey and 
La Franca cases and decided that the imposition of the 50 per cent pen- 
alty was a civil remedy not barred by an acquittal in a prior criminal 
prosecution presenting the same factual issues. Obviously, the Court 
did not accept the acquittal in the criminal case as res judicata. If the 
acquittal is a bar, it is only 

because to entertain the second proceeding for punishment would subject 
the defendant to double jeopardy; and double jeopardy is precluded by the Fifth 


Amendment whether the verdict was an acquittal or a conviction. Murphy v 
United States, 272 U. S. 630, 632. [303 U. S. at page 398. ] 

But the constitutional guaranty against double jeopardy does not apply 
to a civil case (303 U.S., at page 402). 


Murphy Case 

The Murphy case, 272 U. S. 630, referred to in Helvering v. Mitchell, 
was a suit in equity to abate an alleged nuisance maintained in viola- 
tion of the Prohibition Act. The defendants had been previously tried 
and acquitted in a criminal case that charged them with maintaining 
the same nuisance. It was the holding of the Supreme Court that the 
prior acquittal was not a bar to the decree of injunction entered by 
the lower court either on the basis of double jeopardy or res judicata 
(page 632): 

If we are right as to the purpose of § 22 the decree in the present case did 
not impose a punishment for the crime from which the appellants were acquitted 
by the former judgment. That it did impose a punishment is the only ground 
on which the former judgment would be a bar. For although the parties to the 
two cases are the same, the judgment in the criminal case does not make the tssues 
in the present one res judicata, as is sufficiently explained in Stone v. United States, 
167 U. S. 178 and Chantangco v. Abaroa, 218 U. S. 476. The Government may have 
failed to prove the appellants guilty and yet may have been and may be able to prove 
that a nuisance exists in the place. Our answer to the question certified agrees 


with the conclusion of the Supreme Court of Kansas in a carefully considered 
case, State v. Roach, 83 Kan. 606. [Italics supplied. ] 


Roach Case 
While the Murphy case does not in terms attack the Coffey case, 
it gives the accolade of approval to State v. Roach, 83 Kan. 606, 112 Pac. 
150 (1910), which was extremely critical of the Coffey case. Refusing to 
wink at the obvious flaw in the reasoning of the Coffey case, the Kansas 
Supreme Court stated (83 Kan. 609, 112 Pac. 151): 


The decision in the Coffey case seems to have been based rather upon the rule 
against a second jeopardy, than upon the doctrine of res judicata; the court apparently 
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treating a civil action to recover a penalty for a violation of the law as in effect 
a criminal prosecution, although the state courts have generally taken the other 
view. . . . [Italics supplied.] 

At page 611 (112 Pac. 152), the court uttered its keenest argument: 

The higher standard of proof required of the plaintiff in a criminal action is 
so frequently mentioned in discussions of the doctrine of res judicata that its 
bearing on the subject may be said to be generally recognized. ‘True, its mention 
is often associated with other matters that would alone be controlling. But this 
difference between civil and criminal litigation is either without any significance at 
all in this connection, or tt ts decisive, and of itself prevents either party to an 
action from being concluded therein by a previous judgment obtained in a pro- 
ceeding where the rule of evidence was less favorable to him. We think, upon 
principle and authority, an acquittal in a criminal case does not tor all purposes 
amount to an adjudication against the state, that the defendant did not commit 
the acts charged against him. What a verdict of not guilty really decides is, that 
the evidence does not exclude every reasonable doubt of the defendant's guilt. If in 
the present case the injunction action had been tried first, it would hardly be 
seriously contended that a judgment for the plaintiff would bar a defense in the 
criminal action. A sufficient reason why the defendant would not be concluded 
by the result in the civil case is that his guilt would not have been established 
beyond a reasonable doubt. The consideration that protects him against the plea 
of res judicata in the one case deprives him of its benefit in the other. [Italics 
supplied. ] 

Thus, by 1926 (the date of the Murphy case), the foundations of 
the Coffey case had crumbled. But the reluctance of the Supreme Court 
to say outright that the Coffey case was bad law left its empty super- 
structure intact, though suspended in mid-air, to haunt the lower courts. 


Present Standing of Coffey Case as Whittled Down 
by the Supreme Court 

At this point, let us pause to summarize the views of the Supreme 
Court itself regarding the Coffey case. In the perspective of 66 years, 
what remains of the Coffey case? 

The Coffey case (1886) says that an acquittal in a prior criminal 
case bars a later civil forfeiture suit. This holding is apparently based 
in part on the res judicata theory and in part on the “double jeopardy” 
doctrine. 

In the Stone case (1897), the Supreme Court intimated that the 
Coffey case was decided on “double jeopardy” alone. 

The Murphy case (1926), through approval of the Roach case, 
indirectly held that an acquittal in a criminal case could not act as res 
judicata to bar a subsequent civil suit because of the difference in burden 
of proof. 

The Various [tems case (1931) held that a prior conviction does 


not bar a later civil forfeiture suit since “the forfeiture is no part of the 
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punishment for the criminal offense.” In other words, there is no 
“double jeopardy” in such a situation. 


The double-barreled opinion in the Mitchell case (1938) eliminated 
the applicability of both res judicata and “double jeopardy” from the 
factual situation presented by the Coffey case. Thus the Mitchell case 
(1) declares (at page 397) that “the difference in degree of the burden 
of proof in criminal and civil cases precludes application of the doctrine 
of res judicata,” and (2) cites the Various Jtems case (page 404, footnote 





13) to illustrate that 
there can be no double jeopardy.” 


“in the civil enforcement of a remedial sanction 
Yet the Court chose to distinguish 


the Coffey case rather than to overrule it. 


It is submitted that the Coffey case now stands as a legal mirage. 


When you try to grasp it, it vanishes. Its substance has faded away 


like the Cheshire cat of Alice in Wonderland 
obliterated but without being overruled 


its interment is yet to come.” 


It has been completely 


Though distinguished to death, 


Plight of the Lower Courts 


The reaction of the lower courts to the impact of the Coffey case 


falls into four categories: 


(1) some courts *® have simply acquiesced 


in the rule of the case; (2) some courts" have indicated a reluctant 


acquiescence; (3) some * have given thoughtful consideration to the 


* As late as 1950, it was snatched from 
the grave by a footnote. In U. 8S. v. Na- 
tional Association of Real Estate Boards, 
339 U. S. 485, the Supreme Court reiterated 
the ruling of Helvering v. Mitchell that a 
judgment of acquittal in a criminal action 
is not res judicata in a later civil action 
involving the same parties. But on page 
493, footnote 6, the Court said: 

‘Since the Court (in Helvering v. Mit- 
chell) ruled that the 50 per cent penalty 
was not a criminal penalty but a civil 
administrative sanction . the case 
was considered distinct from Coffey v. 
United States , which held that the 
facts ascertained in a criminal case as 
between the United States and the claimant 
could not be again litigated between them 
in a civil suit which was punitive in char- 
acter.”’ [Italics supplied.] 

”U. §. v. A Lot of Precious Stones and 
Jewelry, 134 F. 61 (CCA-6, 1905); U. 8S. v. 
Seattle Brewing & Malting Company, 135 
F. 597 (DC Wash., 1905); U. S. v. Rosen- 
thal, 174 F. 652 (CCA-5, 1909); Sierra v. 
U. 8., 233 F. 37 (CCA-1, 1916); U. 8S. wv. 
2,180 Cases of Champagne, 9 F. (2d) 710 





(CCA-2, 1926); National Surety Company v 
U. S8., 17 F. (2d) 369 (CCA-9, 1927); Castro 
v. U. S., 23 F. (2d) 263 (CCA-1, 1927): 
U. 8. v. One DeSoto Sedan, 180 F. (2d) 583 
(CA-4, 1950). For food and drug cases in 
this category, see Stanley v. U. S., 111 F 
(2d) 898 (CCA-6, 1940), and U. 8S. v. 119 
Packages, etc. of Z-G-Herbs, 15 F. Supp 
327 (DC N. Y., 1936). 

"1 U. 8. v. Gully, 9 F. (2d) 959 (DC N. Y.., 
1922); Mitchell v. Commissioner of In- 
ternal Revenue, 89 F. (2d) 873 (CCA-2, 
1937), rev'd, Helvering v. Mitchell, 303 
U. S. 391 (1938); U. 8S. v. One DeSoto 
Sedan, etc., 85 F. Supp. 245 (DC N. C., 
1949), aff'd, 180 F. (2d) 583 (CA-4, 1950). 

2U. S. v. One Dodge Sedan et al., 113 
F. (2d) 552 (CA-3, 1940); State v. Roach, 
83 Kan. 606, 112 Pac. 150 (1910). For food 
and drug cases in this category, see U. 8. 
v. Gramer, CCH FOOD DRUG COSMETIC 
LAW REPORTS { 7217, 191 F. (2d) 741 
(CA-9, 1951); U. S. v. 38 Cases, etc., Con- 
taining Figlia Mia Brand, 99 F. Supp. 460 
(DC N. Y., 1951). See also U. S. v. One 
1949 Lincoln Coupe Auto, 93 F. Supp. 666 
(DC Mich., 1950). 
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rule, have been critical of it, and have gone to great lengths to dis- 
tinguish it; and (4) at least one court '* has assumed that the Coffey 
case is now without vitality. 


An outspoken criticism of the Coffey case and the refinements it 
has engendered appears in U. S. v. One Dodge Sedan et al., 113 F. (2d) 
552 (CCA-3, 1940). On page 552, the court said: 


The learned district court rendered its judgment with obvious reluctance. 
That reluctance appears both in its opinion and in the colloquies. It felt itself 
bound, however, by the decision of the United States Supreme Court in the 
case of Coffey v. United States, 116 U. S. 436... . That case has received a 
distinctly “unfavorable press.” [Citing authorities in footnote.] It has also 
suffered by implication, at least, in later decisions of the same tribunal. [Citing 
cases in footnote.] These cases certainly limit its holding to the particular facts. 
One has indeed the impression that only the shibboleth of “stare decisis” has 
saved it from express repudiation. 


We think that the particular facts of the principal case give us the necessary 
loophole and in so thinking we must disagree with the learned district judge. 


Here, then, is a rule of law that is so distasteful as to inspire the 
courts to seek a loophole to get around it. After discussing the doc- 
trines of “former jeopardy” and res judicata and the functions they 
serve in the law, the court continued on page 554: 


The application of these general ideas to the case of a criminal prosecution 
followed by a civil suit has not been easy. Its difficulty has been enhanced by 
considerable confusion in the authorities. There has been a tendency to vacillate 
between jeopardy and judicata, between the character of the charge and the 
character of the proof. Some cases emphasize the remedial nature of the second 
action. [Citing Murphy v. U. S., 272 U. S. 630, and Helvering v. Mitchell, 303 
U. S. 391.] Others stress the difference in the degree of proof required. [Citing 
Stone v. U. S., 167 U. S. 178; U. S. v. Schneider, 35 F. 107; U. S. v. Donaldson- 


Shultz Company, 148 F. 581.] It is not our place to resolve these doubts and 
difficulties. 


As we have said, the Coffey case has not been expressly overruled. It is 
nevertheless left in a ‘tenuous position. A prior conviction has been held not to 
bar forfeiture, Various Articles of Personal Property v. U. S., 282 U. S. 577. So 
also the res judicata theory of it and earlier cases seems to have been disapproved, 
Stone v. U. S., 167 U. S. 178; Murphy v. U. S., 272 U. S. 630; Helvering v. Mitchell, 
303 U. S. 391. Whether or not that disapproval has gone far enough to be 
followed by the “inferior” courts is not necessary to presently decide 


Having expressed its views on the Coffey case, the court then 
pounced on the “loophole” which enabled it to distinguish the Coffey 
case—namely, that the claimant in the Dodge Sedan case was not the 
same person who had been previously acquitted, but the wife of that person. 





“3 U. 8. v. Physic, 175 F. (2d) 338 (CCA-2, 
1949). 
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It may be noted that the United States Court of Appeals for the 
Ninth Circuit shares the view of the Third Circuit that “only the 
shibboleth of ‘stare decisis’ has saved . . . [the Coffey case] from ex- 
press repudiation.” (U.S. v. Gramer, 191 F. (2d) 741, 743 (1951).) 


As could be anticipated, the Coffey case, as “clarified” by later 
cases, has led to a clear split among the authorities. Thus, U. S. v 
Physic, 175 F. (2d) 338 (CA-2, 1949), holds that an acquittal in a prior 
criminal action is not an adjudication on which one can rely in a sub 
sequent im rem forfeiture suit, while U. S. v. One DeSoto Sedan, 180 F. 
(2d) 583 (CA-4, 1950), emerges with precisely the opposite view. Note- 
worthy is the fact that both cases rely upon Helvering v. Mitchell, 303 
U.S. 391. 


Similarly, in food and drug litigation, two reported cases '* have 
held that acquittal in a criminal case bars seizure action and two *§ have 
held to the contrary. Note that the United States District Court for 
the Southern District of New York has held both ways. 


Conclusion 


Manifestly, definitive action regarding the Coffey case is now in 
order. Uniformity and stability in this phase of the judicial process 
can be restored only if the Supreme Court cuts the Gordian knot in 
which the lower courts are ensnarled by expressly overruling the Coffey 
case at the earliest opportunity. [The End] 


@ MISREPRESENTATION—RECENT FTC STIPULATIONS ®@ 


Hair preparation . . . Dissemination of advertisements representing 
that a hair-waving shampoo curls or waves hair while it washes and that 
it is an instant hair-curling product has been ended by stipulation. 
(Released April 26, 1952.) 

Lemon-juice product . . . Sellers of a lemon-juice product have 
agreed to stop designating their reconstituted lemon juice by a misleading 
name without stating conspicuously that the product is reconstituted and 
from representing that their reconstituted lemon juice is the juice of 
tree-ripened lemons. (Released April 25, 1952.) 


Animal remedy . . . Falsely representing that an animal remedy 
is a cure or effective treatment for coccidiosis has been ended by stipula- 
tion. (Released April 11, 1952.).—CCH Trane RecGuLation Reports 
7 16,582; 16,577; 16,565. 
“ Stanley v. U. S. and U. 8. wv. 119 %U. §. v. Gramer and U. S. v. 38 Cases, 
Packages, Etc., of Z-G-Herbs, cited at etc., Containing Figlia Mia Brand, cited at 
footnote 10 footnote 12. 











Canadian Vitamin Regulations 


After 11 Years of Operation, the Regulations Are Evaluated by Mr. 
Crandall, Who Is Chief, Inspection Services, Food and Drug Divi- 
sions, Department of National Health and Welfare, Ottawa, Canada 


HE FIRST REGULATIONS under the Canadian Food and Drugs 
Act applying specifically to vitamins and products containing 
vitamins were issued in June, 1941. It might be of interest to re- 


examine these regulations after 11 years of operation. 


In two respects the vitamin regulations were unique in Canadian 
food and drug legislation. They represented the first attempt to estab 
lish a complete code of labelling, advertising, and potency limits for 
a class of foods or drugs, and they were the first regulations under 
this act to be formulated as a joint effort of government officers and 
trade representatives. 

The authority for establishing the vitamin regulations is given 
in Section 3 of the food and drugs act, which empowers the Governor 
in Council to make regulations: 

(a) prescribing standards of quality for and fixing limits of varia- 

bilities permissible in any article of food or drug 

(b) respecting the packaging and labelling of any article of food 

or drug and the design of any such package or label with 
a view to preventing the public or the purchaser being de- 
ceived or misled as to the character, strength, quality or 
quantity of the article; 

(m) respecting false, exaggerated or misleading claims for any 

article of food or drug. 

The basic principle of the regulations was to prevent .the ex 
ploitation of the public in a field that had caught the public imagina- 
tion as few others have caught it. The rapidity of development of the 


field, the sheer volume of publications presented in the scientific and 
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lay press, the difficulty of sorting the hypothetical from the established 
all served to set the stage for the unscrupulous promotor to confuse 
the public assessment of the value of vitamins in health and disease. 
The main points appearing to give rise to confusion were analyzed, 
and regulations designed to insure that a moderate and balanced 
picture should evolve. From the first, a distinction was made between 
representation to the medical profession, who were conceded to be, 
by training, in a position to evaluate promotional claims, and the 
general public who are likely to accept without qualification or proper 
evaluation any claims presented in advertising media. The vitamin 
regulations were and are intended to apply only to those products 


presented to the general public. 


New Vitamins 


\ tendency of the early days of vitamin promotion, and one still 
to the fore today, was the presentation of newly discovered or postu 
lated “vitamins” before their significance as vitamins for the human 
organism was established. Many of these factors were later shown 
to have significance only for certain species of animals and, in some 
cases, not to be vitamins at all. To suppress the marketing of such 
products as “vitamins” the regulations stipulated by name those 
vitamins that were recognized as such for humans. Since regulations 
can be changed by order in council without the delays accompanying 
a reference to parliament, additions to this list could be made readily 
when sufficient evidence had been received to justify such additions. 
\ number of vitamins, including folic acid, biotin and vitamin B,, 


have been added since the regulations were passed. The list now 
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includes vitamin A and provitamin A; thiamin and its salts; riboflavin, 
niacin and niacinamide; pyridoxine; d-pantothenic acid, its salts, and 
d-pantothenyl alcohol; folic acid; biotin; vitamin B,,; vitamin B com- 
plex; ascorbic acid; vitamin D; vitamin E; and vitamin K. Factors 
other than those listed can only be sold as vitamin factors if the 
products are labelled “For Experimental Use Only.” 


Vitamin B complex was included in the original list because, 
while not an entity in itself, there appeared to be the desirability of 
distinguishing a mixture of known synthetic B vitamins from a product 
derived from natural sources that supplied the known B complex 
factors, together with any still unknown factors that might be asso- 
ciated with them. With the discovery of vitamin B,, it is doubtful 
if such a distinction can be justified, but the term has been retained, 
at the request of the trade, because of its established usage. 


Vitamin Claims 


It is in the field of claims for the results of vitamin therapy that 
ambitious promotors have shown the greatest originality. The many 
symptoms reported to result from vitamin deficiencies in man and 
in animals formed the basis for what appeared to be the greatest 
panacea the world had yet known. Unfortunately, many of the symp- 
toms were general, often vague, and likely to be produced by a 
great number of causes not influenced by vitamin therapy. A marked 
deficiency in vitamin A is likely to result in a decreased resistance 
to infection, a deficiency in thiamin may result in diminished appetite, 
but it does not follow that vitamin A can be expected to increase 
resistance or thiamin to improve the appetite if the original symptom 


was not caused by a vitamin deficiency. 


The vitamin regulations, without specifying the exact wording 
that must be used, limited the scope of the general claims that could 
be made for the action of vitamins, and the specific claims that could 
be made for each vitamin. No claims were permitted for several of 
the vitamins. In the case of such factors as pyridoxine, d-pantothenic 
acid, biotin and vitamin E, no specfic claims appear to be justified. 
Vitamin K and vitamin B,, have very specific functions, but their 
usefulness is in conditions that can only be properly diagnosed and 
treated by a competent professional person. Only disservice or actual 
harm would result from the promotion of such substances for self- 


medication. 














CANADIAN VITAMIN REGULATIONS PAGE 309 


The effectiveness and general acceptability of the regulations 
restricting vitamin claims are shown by the fact that no change in 
substance has been necessary since their first promulgation. 


Label Declaration of Potency 


The vitamin content of foods and drugs can be stated in a variety 
of ways. Units of various kinds have been defined by workers in the 
field, and by national and international organizations. The units may 
be based on a physiological response to the vitamin, measured either 
absolutely or in relation to a standard substance or preparation, or a 
unit of weight of the pure vitamin may be used. When this multi 
tudinous variety of units is expressed on the basis of an equally great 
variety of weights and measures, confusion reigns supreme, and the 
uninitiated public is left with no criterion for the comparison of 
products. It would be quite possible for a liquid containing thiamin 
to be labelled in terms of milligrams per cubic centimeter, milligrams 
per ounce, Sherman-Bourquin units per cc., S-B units per ounce and 
so forth. The temptation, of course, would be to use a measure that 
gives the most imposing figures, and a preparation labelled as con- 
taining “10,000 International Units of thiamin per ounce” is likely 
to be preferred by the purchaser in preference to one labelled as 
containing “10 milligrams of thiamin per cubic ‘centimeter,” in spite 
of the fact that the latter should have approximately ten times the 
thiamin content of the former. It has been argued that the general 
public does not know the meaning of any of the units, and thus the 
choice is immaterial. This is generally true, but it was felt that the 
adoption of a uniform system of potency declaration would at least 
enable a purchaser to calculate the comparative value of competitive 


products. 


In adopting such a uniform system, the regulations made a dis- 
tinction between foods to which no vitamin has been added—on the 
one hand—and foods to which vitamins have been added, dietary 
supplements, and therapeutic or prophylactic preparations (drugs)— 
on the other. The variation in the vitamin content of natural foods 
makes it exceedingly difficult to state a figure that will accurately indi- 
cate the vitamin content of a specific sample, or even to guarantee 
a minimum content that will be realistic. Furthermore, the desirable 
goal of a varied balanced diet is not furthered by encouraging a quan- 
titative calculation of the vitamin intake. 
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The regulations do not permit a quantitative statement of the 
vitamin content of foods (except in the cases of foods exclusively 
for the use of children under two years of age, where the actual vitamin 
content may be of interest to the pediatrician) but classify foods as 
“good” or “excellent” dietary sources of vitamins according to an 
arbitrarily set standard of content. Since the value of a food as a 
vitamin source depends not only on the concentration of vitamins it 
supplies but also on the amount of the food eaten, the classification 
is in terms of the vitamins supplied in “a reasonable daily intake” 


of the food. 


At the outset it was feared that the interpretation of the term 
“reasonable daily intake” would give rise to many difficulties. In 
practice this has not been the case, nor has it been necessary to estab 
lish arbitrarily “reasonable daily intakes” for all foods. Since the 
amount of each vitamin that a reasonable daily intake must provide 
to place the food in a given category is established by the regulations, 
a calculation of the amount of food required to supply this amount 
of the vitamin gives a figure that is usually obviously “reasonable” 
or “unreasonable,” and only in the borderline cases must an arbitrary 
decision be made. For example, over 17™% ounces of grapefruit juice 
would be required as a daily intake in order to qualify grapefruit 
juice as even a “good” dietary source of thiamin. This obviously is 
not a “reasonable” intake of grapefruit juice. In contrast, less than 
half an ounce would be required to qualify grapefruit juice as an 
“excellent” dietary source of vitamin C, obviously a reasonable amount. 
Thus, without setting an arbitrary level for a “reasonable daily intake” 
of grapefruit juice, it is possible to say it can be considered an excel 
lent dietary source of vitamin C, but no claim may be made for 
thiamin. 


In the case of vitamins added to foods, the amount added is under 
the control of the manufacturer, and it is quite possible to declare 
the specific amounts added. The same is true for dietary supplements 
and drugs. The regulations require that the vitamin content of dietary 
supplements and drugs be stated on the label in terms of International 
Units per gram or per cubic centimeter for vitamins A, D and E; in 
milligrams per gram or per cubic centimeter for thiamin, riboflavin, 
niacin, niacinamide, pyridoxine, d-pantothenic acid, folic acid, ascorbic 
acid and vitamin K; and in micrograms per gram or per cubic centi 
meter for biotin and vitamin B,,. Products dispensed in individual 


dosage forms may be labelled in terms of the prescribed units per 














CANADIAN VITAMIN REGULATIONS PAGE 311 


individual dosage form (tablet, capsule, etc.). Additions to foods are 
to be stated in terms of the prescribed units per 100 grams or 100 
cubic centimeters. No claims for or additions of pyridoxine, d-panto- 
thenic acid, folic acid, biotin, vitamin B,,, vitamin E or vitamin K 


are permitted in any food. 


Under- and Over- Dosage 


Having prescribed a uniform terminology for the declaration of 
vitamin content, the function of the regulations in preventing decep 
tion or fraud was only partly fulfilled. There remained the problems 
of inadequate dosage and over-dosage. Vitamins are required by the 
body in relatively small amounts, but these amounts differ for different 
vitamins. One milligram of thiamin has a vastly different relation to 
the human requirement for thiamin than one milligram of niacin 
has to the requirement for niacin. The layman is not in a position 
to judge whether a stated amount has or has not any significance 
in relation to his requirement for that factor. The regulations set an 
arbitrary minimum that must be provided in the smallest recom 
mended dosage before any mention of or claims for a vitamin may 


be made on labels or in advertising. 


\ similar purpose is served by the United States labelling require 
ment that the percentage provided of the minimum daily requirement 
of each vitamin claimed must be stated on the label. Presumably, 
the necessity of declaring that a product will provide only a small 
percentage of the daily requirement will be a strong deterrent to a 
manufacturer in making claims for insignificant amounts of a vitamin 
Such a device, however, requires that a figure be set for the minimum 
daily requirement that will have universal application. In the light 
of the known extreme variations in human requirements for any 
nutritional factor, it is difficult to accept a single figure. There seems 
to be a further danger of promoting a false sense of security on the 
part of the individual who is taking “100 per cent of the minimum 
daily requirement,” when in reality his individual requirement may 
not be even closely represented by the arbitrary figure set. The 
Canadian regulations set a minimum not avowedly associated with 
the human requirement, but offering some assurance that the amounts 


provided will make a significant contribution of the vitamins claimed 


A similar floor was established for the amounts of vitamins that must 
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be added to a food in order to justify claims for the addition. While 
the actual values set as minima are arbitrary, they were set on the 
thesis that claims made for lesser amounts are misleading or fraud- 
ulent in implying that some value will accrue from their ingestion. 


The normal human organism can utilize only a certain amount 
of any given vitamin. In most cases there is little storage of superflu- 
ous intake, and ingestion of amounts in excess of normal requirements 
results only in the excretion of the excess, the consumer receiving no 
value for the money spent. In one instance noted in a survey of 
market products prior to the establishment of vitamin regulations, 
a cod liver oil, if taken according to the recommended dosages, would 
supply 176,000 I. U. of vitamin A per day. Since the normal human 
might be expected to utilize in the neighborhood of 5,000 I. U. per 
day, the wastage involved was considerable: Fortunately, there are 
few cases where over-dosage with vitamins is likely to be injurious 
to health but, certainly, representations leading to the purchase and 
ingestion of such useless excesses are misleading and fraudulent. 


At the same time it must be recognized that there may be need, 
in specific cases and for specific conditions, for the administration of 
vitamins in massive doses far above the normal nutritional require- 
ments of the average individual. Such cases and conditions would 
seem to require professional diagnosis and treatment, and self-diagnosis 
and treatment on the basis of promotional representation of symptoms, 
and subsequent wrong or inadequate self-medication, could result 
in serious injury to health—if in no other way, by the delay of ade- 
quate treatment. The problem was, then, to prevent the promotion 
to the general public of over-dosages of vitamins, rather than the 
restriction of sale. Accordingly, the regulations set a maximum level 
for each vitamin, above which advertising to the general public is 
prohibited, and the product must bear the label statement “NOTE: 
For Therapeutic Use Only.” 


» 


In the case of three vitamins—folic acid, vitamin B,., and vitamin 
K—these restrictions apply to preparations containing any quantity 
of the vitamin. These vitamins appear to have specific functions in 
conditions where self-diagnosis and self-medication are undesirable 
or dangerous. This regulation has proved most useful in curbing the 
recent exploitation of vitamin B,,. This vitamin has only been proved 
to be of value in the treatment of macrocytic anemias, of which 


pernicious anemia is an example, and individuals suffering from such 
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anemias require careful medical supervision. There appears to be 
no sound evidence to indicate the value of vitamin B,, in other types 
of anemia or in other conditions, nor is there evidence of a likelihood 
of harm from a dietary or nutritional deficiency of this factor. Popular 
multivitamin products containing vitamin B,, have, in turn, stimulated 
interest in this vitamin, and this interest, spurred by advertising of 
multivitamin products containing vitamin B,, has, in turn, stimulated 
the sale of products which appear to have no added value because 
of their vitamin B,, content. The prohibition of the inclusion of 
vitamin B,, in products that are advertised to the general public has 
had a decided effect in preventing premature promotion in Canada. 


After 11 years of enforcement, it would appear that the Canadian 
vitamin regulations have been in large measure successful in main- 
taining a moderate and sane presentation of vitamin products to the 
general public and in preventing exploitation in a highly complex 


field. [The End] 





@ ANIMAL DRUG VIOLATIONS DECLINE @ 


Dr. H. E. Moskey, addressing the annual meeting of the Animal 
Health Institute at Chicago recently, noted a continuing decline in the 
number of regulatory actions taken against adulterated or misbranded 
veterinary medicinals by the Food and Drug Administration. Dr 
Moskey, FDA veterinary medical director, said: 

“The decrease in the number of our corrective actions has been 
followed by an increase in correspondence, interviews, long-distance 
telephone conversations with representatives of the drug industry, re- 
quests for certification of antibiotic-containing drugs, and particularly 
in the number of new-drug applications received daily. 

“We have been reliably informed that all this has caused the live 
stock and poultry industries to have more confidence in the reliability 
of the proprietary veterinary preparations now on the market.” 

Dr. Moskey attributed the decline to the following factors: 

(1) Realization by manufacturers that their claims must be supported 
by adequately controlled experiments. 

(2) Rapidly increasing knowledge of valuable new chemicals and 
drugs. 

(3) Greater appreciation of the importance of complying with the 
letter and spirit of the Federal Food, Drug, and Cosmetic Act.—Drug 
Trade News, April 28, 1952. 











STATE FOOD LAW LEADERS— 


LADD of NORTH DAKOTA 


A Courageous Chemist and Energetic Leader, Dr. Ladd Not 
Only Ably Advanced the Pure Food and Drug Cause in North 
Dakota but Influenced Its Progress Throughout the Nation 


HE eighth legislative assembly of North Dakota enacted a pure 
food law to become effective on July 1, 1903. To enforce the law 
the assembly appropriated $1,500. Fifteen hundred dollars to enforce 
a law applying to all foods and beverages produced or sold throughout 


the state! 


Predictions were plentiful that little or no enforcement of the 
new act would be possible. The prophets of failure might have been 
right but for a resolution adopted on April 8, 1903, by the Board of 
Trustees of the North Dakota Agricultural Experiment Station. After 
reciting the fact that the new law made it the duty of the experiment 
station to inspect and analyze the foods subject to the act, the trustees 
resolved: 

That the board appoint the chemist of the experiment station, Professor 
E. F. Ladd, as Food Commissioner to have charge of the work, and that he be 
authorized and empowered to execute the requirements imposed upon the experi 
ment station by said act, the expenditure therefor being limited to the amount 
appropriated by the state for such purpose. 

To Ladd, the amount appropriated was a challenging obstacle 
to be hurdled, not an alibi for failure to enforce. After the first six 
months of enforcement, he reported a marked improvement had been 
brought about in the foods sold within the state, and that with three 
or four exceptions all the large out-of-state concerns doing business 
within the state “had manifested a desire to have their goods in shape 
to meet the approval of the Department.’ The energetic leadership 
of Commissioner Ladd had returned large dividends on the state's 
investment. 

E. F. Ladd was born in Maine on December 13, 1859. He grad- 
uated in 1884 from the University of Maine. Soon after, he was 


appointed as a chemist in the New York Agricultural Experiment 
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Pioneers in Food Law Enforcement 


By FRED B. LINTON 


Station. His work there was so outstanding that he was made chief 
chemist. He served in New York until 1890, when, in accordance with 
the advice of Horace Greeley to all young men, he went west. He 
accepted a position in the Department of Chemistry of the North 
Dakota Agricultural College at Fargo. In a very short time he was 
known throughout the state for his work-in the cause of pure food. 

The chemists in the state agricultural experiment stations and 
in the laboratories of the United States Department of Agriculture 
did the pioneer work in developing methods of analysis for foods and 
in detecting the prevalent forms of adulteration. They were among 
the first to see that the widespread adulteration of foods hurt farmers 
both as producers and as consumers. The processor of food products, 
not the farmer who raised the crops, profited most through the sub- 
stitution of cheaper synthetic ingredients for more costly natural ones 
and through upgrading of the lower-quality products. The dealer, not 
the farmer, profited when ten pounds of butter bought from the farmer 
were retailed for 12 pounds by shortweighting or by incorporating 
more water. 

\s consumers, the farmers as well as others were cheated when 
they bought sophisticated and misbranded spices, flavoring extracts, 
tea, coffee and other high-priced foods, which flooded the markets 
at the turn of the century and in earlier years. 

Commissioner Ladd was one of the first agricultural chemists wh: 
tackled the problem of food adulteration in the interest of the farmer. 
He was an active leader in the Association of Official Agricultural 
Chemists which then developed methods of analysis for most sub- 
stances produced or used on the farms of the nation. 

When the North Dakota food law became effective on July 1, 1903, 
Ladd was already prepared with many tools, methods and facts for 
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its enforcement. He had been analyzing foods for years. He was 
convinced that the greatest service he could render to the farmers 
and other consumers of the state was through the effective enforce- 
ment of the law. To Ladd, the food law was not only an economic 
measure helpful to farmers, but also a public health law to be effec- 
tively enforced for the protection of all consumers. 


Principles of Enforcement 


It soon became apparent to all concerned that Ladd meant what 
he said when he tersely announced in an early statement the guiding 
principles laid down by the law: 

Ist., Harmful chemical preservatives are not to be used in food products or 
beverages. 

2nd., Harmful coloring matters, or coloring matters which would deceive or 
tend to deceive the purchaser with regard to the character of the goods, are 
considered as adulterants and their use prohibited. 


3rd., All food products and beverages shall be labeled true to name, and the 
substitution of cheaper or inferior products is considered as adulterants 


Ladd looked to Dr. Harvey W. Wiley, Chief of the United States 
3ureau of Chemistry, for guidance in determining which chemical 
preservatives were injurious to health. Wiley was then carrying on 
his “poison squad” experiments to answer that very question. Wiley 
concluded that all chemical preservatives then in use except those 
having condimental properties were to some degree injurious to health 
and should not be used in food products. His decision on some pre- 
servatives was later overruled by the Secretary of Agriculture upon 
the recommendation of the Remsen Referee Board. 

Ladd was soon engaged in a bitter controversy over the use of 
chemical preservatives in catsup. Some manufacturers claimed that 
catsup would spoil before it could be consumed unless preserved with 
a chemical. They told Ladd that A. W. Bitting, an expert employed 
by the United States Bureau of Chemistry, had said that no way had 
yet been found to put up catsup without preservatives. Ladd with 
characteristic directness wrote to the Bureau of Chemistry asking 
whether Bitting had been correctly quoted. Ladd was advised that 
Bitting had said no such thing. That reply, and the fact that a promi- 
nent manufacturer was shipping into North Dakota high-grade catsup 
without any preservatives except those having condimental properties, 
supplied him with the facts he needed to enforce his ruling. 


Ladd steered his course as an enforcement officer by facts. He 
fought with facts. He never retreated, however formidable his antag- 
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onist, so long as the facts supported his position. He could not be 
flattered, or frightened, or bribed into changing a ruling based on 
facts. Only established facts indicating the need for a change, could 
induce him to modify a ruling or change his course of action. When 
such facts came to his attention, he acted quickly and positively to 
correct mistakes. “Facts are stubborn,” but Ladd acted on the as- 
sumption that those who use facts may be flexible. 


Ladd was confronted with the problem that troubled all state 
food officials in states which had fairly effective food laws before 
there was a federal food law. The state official could prosecute the 
dealer within the state for selling, but not the processor without the 
state who shipped adulterated products into the state. The local 
dealers as a rule had no way to detect adulteration. It offended Ladd’s 
sense of justice to prosecute the dealer unless he continued to sell 
illegal products after being warned. 


He first warned wholesalers and manufacturers of the require- 
ments of the law, telling them what he “expected in the way of im- 
provements in the food products to be offered for sale in this state.” 
The response was gratifying. In his first report, he said: 

I feel that in this way we have accomplished more in the first six months 
for improving the purity of foods than could possibly have been accomplished 
in two years time by any indiscriminate prosecution of retailers found violating 
the law, and this at much less expense to the state and without serious disturbance 
to business. 

A notice to the trade, issued in 1905, is characteristic of Ladd’s 
clear and concise rulings on the application of the food law to specific 
products: 

Dear Sirs; Under another cover I am sending you a copy of a special bulletin 
No. 3 and beg to call your attention to the fact that from this time on the 
law will be strictly enforced against the sale of candies containing coal tar dyes, 
as we are now being supplied with satisfactory candies free from these products. 

Ladd soon ran into stiff opposition to his enforcement activities. 
Only a small proportion in the food industries elected to fight in order 
to continue outlawed practices. Those who fought, however, were 
resourceful and pulled no punches in their attacks on Ladd and his 
rulings. Especially bitter were the attacks of those who used or sold 
chemical preservatives, coal tar dyes and saccharin. “These parties,” 
said Ladd, “have flooded the state with literature derogatory of the 
work being done for the protection of the public.” 


The potency of publicity was well known to Ladd. He considered 
the provision in the food law requiring him to publish the results of 








PAGE 318 FOOD DRUG COSMETIC LAW JOURNAL—MAY, 1952 


his findings to be one of the most effective. “Nothing will drive 
wrong doers to correct evils more quickly,” he reported, “than pub- 
licity.”. He agreed with a New York reformer that “the wicked fleeth 
when no man pursueth” but they go faster when someone is after them. 
Ladd praised the press of the state which, he said: 
; have unanimously supported the work of the department, and have 
done much to aid in creating a healthy public sentiment and keep the publi 


informed of the character of the adulteration being practiced in food products 


sold in the state. 


Bleached-Flour Controversy 


One of the problems which Ladd tackled with vigor was the 
bleaching of flour. This troublesome question was of concern to him 
both as a food-law enforcement officer pledged to protect the public 
and as an agricultural scientist dedicated to advance the interests of 
farmers. A variety of wheat that made a very white flour grew in the 
soil and climate of North Dakota. Since this wheat milled a flour 
considered superior, it usually sold at a premium. By the process of 
bleaching, however, the flour from other varieties could be made as 
white as that from the North Dakota wheat. In appearance the 
bleached flour made from cheaper wheats so closely resembled that 
made from North Dakota wheat that few could detect the difference 
by appearance alone. 

The bleached-flour controversy was debated in state food depart 
ments, in the United States Department of Agriculture, and in state 
and federal courts, including the Supreme Court of the United States. 
Ladd was in the thick of the fight. He gave testimony in Washington 
at a hearing on bleached flour presided over by the Secretary of Agri- 
culture. At that hearing, Ladd was, according to Dr. Wiley, “the 
most militant and perhaps the most efficient witness against the 
process.” Ladd traveled to England in 1909 to testify as an expert 
witness in a bleached-flour case. 

Ladd believed that the bleaching of flour should be prohibited 
by law, but the best he could do under the North Dakota food law 
was to require that all bleached flour be labeled “BLEACHED” in 
letters as large as any other letters on the sack. Many consumers 
would not buy flour so labeled. Out-of-state millers found it profitable 
to buy North Dakota wheat to blend with other wheat, and so pro 
duce a whiter flour without bleaching. The wheat growers of North 
Dakota, as well as consumers, were grateful to Ladd for his efforts 


in their behalf. 
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Drug Law Enacted 


In 1905 Ladd reported that a new state drug law had been en 
acted by the assembly, and that the food law had been amended. 
Thereafter, labels must carry the name of the manufacturer or other 
person responsible for the products sold within the state. Labels on 
food packages must contain a statement of quantity of contents. 

After these amendments became effective, Ladd wrote to the 
United States Bureau of Chemistry that manufacturers in North 
Dakota objected to stating weight or quantity of contents on food 
packages because when they did so the federal government prosecuted 
if there were even the slightest variations, and variations were unavoid 
able. At that time the federal food Act of 1906 did not require a 
statement of quantity of contents, but if such statement was put on the 
label it must be true. Ladd asked whether or not prosecutions were 
brought under the federal act for slight variations. 

When he was advised that the federal officials did not prosecute 
for slight variations if they were as often above as below the quantity 
stated on the label, he replied: “That is what I expected you to say.” 
Again he had the facts to maintain his policy of strict but reasonable 


enforcement. 
Report After Nine Years of Enforcement 


In his report for 1912, Ladd pointed out that before the food 
law went into effect, “72 per cent of all the food taken up for inspec 
tion was found to be adulterated only 28 per cent being pure.” By 
way of contrast, he stated that in 1912, “approximately 95 per cent 
of all the food reported by the inspectors was found to comply with 
the requirements of the state law, about 5 per cent adulterated.” He 
reported that sanitary conditions in groceries, bakeries, meat markets 
and slaughter houses had been greatly improved. 

His report for 1912 consisted of 285 pages, detailing all his opera 
tions for the year. “Publicity has been the strong point emphasized 
since the enactment of the food and drug laws of the state,” he said, 
“and publicity has done more to correct evils of food adulteration than 
all other factors combined in this state.” 

Ladd’s influence on the pure food movement extended far beyond 
the State of North Dakota. Through the Association of Official Agri 
cultural Chemists he helped develop and improve methods of chemical 
analysis. He was chairman of important committees and at one time 


served as president of the association. 
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He was an active member and a leader in the Association of State 
and National Food and Dairy Departments which under different 
names has operated on a national scale since the early days of pure 
food legislation. 


Ladd was elected president of the association of food officials 
in 1907 and presided over the turbulent session at Mackinac Island. 
Dr. Wiley in a letter to Ladd said: 

I take this opportunity to congratulate you on the very deserved compliment 
of having been elected President of the association for next year. It shows 
that your professional brethren and those engaged with you in the work have not 
been weakened in their allegiance by the many bitter attacks which have been 
directed against you by parties whose vested interests have been somewhat re- 
stricted by your activity. 

Commissioner Ladd urged federal and state food officials to agree 
on an acceptable label for various foods so that manufacturers and 
others could use one label that would be legal in all jurisdictions. He 
favored uniformity in state laws, but opposed adopting the weakest 
law. He pointed out that North Dakota and some other states had 
laws more effective than the federal Act of 1906. He urged that a 
uniform law be made at least as strong as the best state law then 
in effect. 

When Dr. Carl L. Alsberg, Chief of the United States Bureau 
of Chemistry, in 1913 called a meeting of food officials in Washington 
to promote uniformity of administration of food laws and of food 
standards, Ladd attended and took an active part. He proposed 
amendments to strengthen the federal Food and Drug Act of 1906. 
He asked that the United States Bureau of Chemistry make available 
to state officials more of the information in its files. One result of 
the 1913 meeting was the establishment of an Office of State Coopera- 
tion which became a potent factor in the enforcement of food and 
drug laws throughout the nation. Ladd served for several years on 
the Joint Committee on Food Standards, and was one of the com- 
mittee’s most active and useful members. 


He cooperated with federal food officials throughout his entire 
career. I recently reviewed correspondence between Ladd and Wiley 
from 1903 until 1912 and between Ladd and Alsberg from 1913 until 
1921. As early as 1908, Ladd advocated the preparation of a model 
state food law that might be used as a guide by state legislatures. He 
supported Wiley in his fight over the labeling of whisky. He ex- 
pressed the opinion that while Secretary of Agriculture James Wilson 
had done excellent work for the advancement of agriculture, he had 
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not helped the pure-food cause when he overruled Wiley’s decisions 
on some of the controversial issues. 

It is fair to say that during the period from 1903 to 1921 Ladd 
influenced the course of the pure food movement on both the federal 
and state levels as much as did any other state food commissioner 


of that period. 


Promotion to the United States Senate 


Dr. Ladd served North Dakota not only as State Chemist and 
Food Commissioner but also as Dean of the School of Chemistry and 
Pharmacy and Professor of Chemistry at the North Dakota Agricul- 
tural College. He was editor of the North Dakota Farmer from 1899 
until his death. He was made president of the North Dakota Agricul- 
tural College in 1916. He was elected to the United States Senate 
for a term beginning in 1921. There, with his flare for facts, he won 
distinction in a shorter time than do most newly elected senators. 
In 1923 as a member of a senate committee he visited Russia. He 
died in 1925 before completing his term in the senate. 

Memorial services in his honor were held in the senate chamber 
on Sunday, May 9, 1926. Tributes were spoken by Senators Frazier, 
Fernald, Sheppard, King, Norbeck, Shipstead, LaFollette and Nye. 
A letter from Dr. Wiley extolling Ladd’s services in the pure food 
movement was inserted in the Record. 


In his address, Senator Nye, who had succeeded Ladd as senator, 
said: “Dr. Ladd won a place in the hearts of North Dakotans which 
easily ranks him as the state’s most illustrious citizen of all time.” 


Ladd Hall to Be Dedicated 


That the people of North Dakota are still grateful for Ladd’s 
services to the state is attested by the fact that when a new chemical 
laboratory at the agricultural college at Fargo is dedicated at com- 
mencement in the summer of 1952 it will be named “Ladd Hall.” 
Mrs. Rizpah W. Ladd, widow of the late senator, lives in Takoma 
Park, a suburb of Washington, D. C. She has been invited to attend 
the dedication and plans to fly to North Dakota for the occasion. 


Ladd Hall, with modern laboratories and the latest in scientific 
equipment, will be a fitting memorial for the courageous chemist who 
so ably advanced the pure food and drug cause in North Dakota and 
influenced its progress throughout the nation. [The End] 





1951 


Food and Drug Administration— 





Annual Report of the} Ft 


HE TASK of the Food and Drug Administration—safeguarding 

the purity and integrity of the foods, drugs and cosmetics for which 
the Nation’s people spend about a quarter of their income each year 
brings it close to the daily life of every citizen. This job strains the 
facilities of a staff of only a thousand even in normal times when the 
industries in general have the will and the know-how to maintain the 
quality of their products. Assistance to this large majority who want to 
obey the law, and leadership in fields where no group can work alone, 
have been major factors in the present high standards of products 
upon which the health and welfare of the American people depend. 

In times of national! stress, normal regulatory activities must be 
expanded ; preparation must be made for operations that will meet any 
disaster emergency. In the event of enemy attack on this country, 
it would be the obligation of federal, state and local food and drug 
enforcement personnel to impound all dangerously contaminated foods, 
drugs and cosmetics, and to supervise salvage or destruction of such 
material. A further task would be prompt supervision of the resump 
tion of manufacturing operations to assure adequate controls under 
abnormal conditions. 

To meet this obligation, FDA instituted in 1951 introductory basic 
training of its chemists, inspectors and administrative staff and of 
key federal, state and local food and drug officers in the field to cope 
with problems resulting from atomic, bacteriological or chemical attack 
This training program must be long-range and ever-changing to keep 
abreast of new developments in highly specialized fields. It has already 
laid a technical ground work for maximum contribution to the civil 
defense effort and has high-lighted the necessity of additional training 
in order to meet potential hazards not previously encountered in pro- 
tection of the Nation’s food and drug supply. 

Although it is hoped that this will be merely an “insurance policy,” 
present world unrest points to problems that must be faced. Experience 
in World War II brought added burden to the production, storage and 
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This Is the Report of the FDA Covering the Period from July 1, 1950, 
to June 30, 1951, as Submitted by Charles W. Crawford, Commissioner 
of Food and Drugs, to Oscar R. Ewing, Federal Security Administrator 


transportation of foods and drugs. Diversion of skilled factory workers, 
shortages of critical materials, stockpiling with inadequate storage pro 
tection, transportation delays—all take their toll on the purity and 
safety of supplies at a time when production must be “stepped up.” 
High prices and scarcity create added incentives for the illegal substi 
tution of spurious for genuine articles. The quality of imported prod 
ucts tends to deteriorate in direct proportion to the extent to which 
the country of origin is affected by the world crisis. Added regulatory 
control is required all along the line. 

The consuming public, which normally takes it for granted that 
commodities available in the neighborhood grocery and drug store are 
pure and safe, becomes skeptical or even alarmed under the stress of 
national emergency conditions. This produces an unusually fertile field 
for exploitation. At a time when the American people have the most 
abundant and nutritious food supply in our history, many have been 
led by emotionalized, and often commercialized, propaganda to be 
lieve that their families will suffer from malnutrition unless well-se 
lected diets are supplemented by especially prepared “health foods” 
and dietary specialties. 

Grave concern also is being expressed by consumers about the 
safety of the food supply. Such concern has been augmented by news 
reports of testimony presented at the hearings of the select committee 
of the House of Representatives to investigate use of chemicals in 
foods. The FDA testified at the hearings that the food and chemical 
industries as a whole are responsible and conscientious, have consulted 
its experts about the safety of new ingredients and have abandoned the 
proposed use of substances whose propriety was questioned. It recom- 


mended that new controls be instituted, however, to curb the fringe 
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of careless or ignorant operators who are all too likely to use chemicals 
without sufficient testing to assure that they will not impair the health 
of consumers. 

The report of the committee to the Eighty-first Congress expressed 
serious concern over the widespread and increasing use of chemicals 
in foods, and stressed the need for further study by the committee. A 
resolution continuing the investigation during the Eighty-second Con- 
gress was approved by the House and this investigation is still in 
progress. Testimony has been received from the foremost authorities 
in the fields of pharmacology, biochemistry, food technology and re- 
lated agricultural sciences. Spokesmen for industry, farmers, profes- 
sional organizations, and consumer groups, as well as for interested 
government agencies, have appeared as witnesses. 

The accounting for stewardship in the following report records 
court actions against the minority fringe of operators who disregarded 
the interests of consumers. Although such a record is inevitable in 
the report of a regulatory agency, it is only one aspect of the whole 
structure of consumer protection. The report also outlines progress 
in the less spectacular but often more significant phases of consumer 
protection—painstaking scientific investigations, evaluation of new 
drugs, formulation of new standards, certification of vital medicines, 
and judicial interpretation of a law enacted for protection of consumers. 


Food, Drug, and Cosmetic Act—On the Food Front 


In comparison with the large volume of sound foods that reached 
the consumer during the year, the proportion removed from the mar- 
ket because of filth and decomposition was small. In the aggregate, 
however, seizures of unfit foods approximated eight million pounds—or an 
average of 12% tons for every weekday of the year. These seizures 
represented more than 73 per cent of the food cases for the year. 

Processed vegetables and fruits again led the list in number of 
shipments seized. The largest single item was canned spinach from 
fields invaded by stem worms in the fall of 1950. Although canning 
association leaders warned all of the canning plants in the area that 
the fresh spinach contained worms, nine canners packed and shipped 
the infested material. A nation-wide roundup resulted in seizure of 
87 shipments from this section alone. 


A shortage of domestic tomato paste brought a heavy increase in 
imports. At first the paste was of passable quality, but the unprece- 
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dented market caused some foreign shippers to seek to unload on the 
United States large quantities of paste made from decomposed 
tomatoes. More than 16% million pounds, 58 per cent of the volume 
offered for import, was detained. At times as many as ten analysts 
were engaged in examining imported tomato paste. 

Detentions of imported figs, due to worm infestation, rose from 
6.4 per cent in 1950 to 29 per cent in 1951. The heaviest seizures of 
domestic fruits involved strawberries containing rot. Many of the 
seized shipments were packed in 30-pound cans for use in preserves, 
ice cream and other processed foods where their condition would not 
be detected by consumers. 

Severe frost in the Rio Grande Valley caused extensive damage to 
citrus fruits. Over three million boxes of injured fruit were diverted from 
the fresh market to the packing of canned juice. For about a week the 
juice showed no signs of decomposition, but from then on deterioration 
was rapid. Surveillance by federal and state inspectors and voluntary 
closing of many of the canneries kept the use of spoiled fruit at a 
minimum. 

A federal court enjoined shipment of apple chops contaminated 
with rodent excreta. About a million pounds of loose chops had been 
stored in a room heavily infested with mice. 


Second in number of food seizures was grain products, particularly 
flour and corn meal. All of the flour and meal seized was contaminated 
during storage after shipment from the mills. In general, however, the 
sanitation of warehouses has improved. The most serious factory-sani- 
tation problem encountered was in rice mills, where faulty construction 
and inadequate control forced many mills to rely mainly on fumigation 
of the finished, packaged article to destroy live insect infestation before 
interstate shipment. Criminal prosecutions have been instituted against 
mills where sanitary conditions were most objectionable. Several car- 
loads of sour or moldy grain concealed by a topping of sound grain were 
seized and their shippers prosecuted. Large quantities of infested 
brewers grains were seized in carload lots because of live infestation. 

In animal feeds the most serious violations were two shipments 
contaminated with dangerous chemicals. In one case, seed corn treated 
with a poisonous fungicide had been mixed with untreated corn In 


the second, charcoal salvaged from surplus gas masks had been diverted 
to chicken feed, although the terms of sale precluded use for animal 
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Table 1.—Actions on foods during the fiscal year 1951 


Injunc- Import 
Criminal tion shipments 











prosecutions peti- denied 
Projects * Seizures instituted tions entry 
Total 1,120 247 2 3,851 
Beverages and beverage materials 9 2 0 278 
Bakery products 10 17 0 90 
Cereals and grain products: 
Human use 135 15 0 55 
Animal use 15 17 0 12 
Chocolate, confectionery and other sugar products 96 20 0 424 
Dairy products: 
Butter 65 27 0 0 
Cheese 32 24 1 107 
Miscellaneous 5 7 0 1 
Eggs and egg products 28 10 0 4 
Flavors, spices, condiments 83 0 1,167 
Fruits and fruit products 97 8 1 348 
Macaroni and noodle products 15 3 0 27 
Meat products and poultry 72 19 0 34 
Nuts and nut products 64 7 0 52 
Oils and fats 7 2 0 5 
Oleomargarine 6 13 0 0 
Seafood 99 28 0 519 
Vegetables and vegetable products 277 23 0 678 
Miscellaneous foods and food adjuncts 5 0 0 50 


* Each project under which action was taken is reported. The total number of food 
seizures is 1,09 and of criminal prosecutions is 240. (See Table 3.) Each of these totals 
is less than the totals reported above because Table 3 reports combined seizure actions, 
particularly of warehouse merchandise, and criminal prosecutions against firms that ship 
foods classified in more than one group 


or human food. Its copper content killed many birds and the surplus 
material was removed from the market. The shipper is being prosecuted. 


Poultry ranked third in the number of filth and decomposition 
charges. When meat prices increased, many inexperienced operators 
entered the field of poultry production. More than three times as many 
seizures of unfit birds were made as in the previous year. The main 
causes of complaint were contamination with fecal matter, preparation 
under insanitary conditions, and diseased and improperly dressed birds. 
Toward the end of the fiscal year, market surveys indicated that arti 
ficial caponization with diethylstilbestrol pellets was creating a regu- 
latory problem. Instead of being planted near the base of the head 
according to directions, the pellets frequently were placed so low that 
undissolved portions were found in the edible parts of dressed birds. 
Samples collected in June, 1951, resulted in seizures after the end of 
the period covered in this report. 


In general, candy factory conditions improved, but in isolated 


instances they were deplorable. One firm had suffered a prolonged 
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strike during which the equipment and stocks of raw materials became 
seriously overrun by rodents and insects. When FDA inspectors 
arrived five days after resumption of operations, the firm was preparing 
unfit materials in contaminated equipment. Eight shipments were 
traced and seized. A manufacturer recalled outstanding shipments of 
“Tricks or Treat’ Halloween candies following reports that they were 
causing digestive trouble in youngsters. 


+ 


In number, dairy product seizures were identical with those of the 
previous year, but general improvement in the quality of milk used 
was noted by several districts. The public attitude toward the use of 
unfit raw materials is reflected in the condemnation, by a jury contain- 
ing nine members with a farm background, of 8,640 pounds of butter 
seized on charges of use of filthy raw’ materials. Unique in food-proc- 
essing history was the development of botulism in a 10,000-case pack 
of Liederkranz cheese spread, which the manufacturer recalled after a 
death was attributed to its consumption. 

Seafood seizures were lower in number than in recent years. Sub 
stantial improvement in the expeditious and sanitary handling of fish 
and shellfish by canneries and freezers has lessened the regulatory problem. 
Detentions because of parasitic cysts have likewise decreased because 
of new Canadian controls of exports. State mussel quarantines during 


the gonyaulax toxin season prevented poisoning cases from that source. 


The courts have been alert to the significance of objectionable san- 
itary conditions. One judge directed a baker to dispose of his bakery 
or its control within 60 days as a condition of a five-year probation. 
He said that drastic action is called for when processors become insen- 
sitive to the duties they owe the public in the preparation of foodstuffs. 
Two jail sentences were served, one by a man who shipped dried mush- 
room products packed six to eight years earlier, after FDA inspectors 
had warned him that the products were seriously contaminated with 
insects and worm fragments. The other sentence was served by a man 
who shipped popcorn containing rodent hair and excreta. 

Seven other jail sentences for traffic in decomposed or filth-contam- 
inated food were suspended on condition that violations cease. Among 
the substantial fines assessed for unfit food were 30 ranging from 

Affording high illegal profits, black pepper debased with paradise 
seeds or other adulterants led the list of “economic violations” charged 


in food seizures. Next in number of seized shipments were “sorghum” 
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containing glucose, and butter having less than the legal percentage 
of fat. Oysters with water in excess of that permitted by official stand- 
ards accounted for an increased number of seizures. The excess water 
resulted from soaking the oysters for extended periods, during which 
they absorbed abnormal amounts of water. 

During the first four months of the fiscal year 1951, plans were made 
for the enforcement of the oleomargarine amendment approved on 
March 16, 1950. This amendment invests the Food and Drug Admin- 
istration with the authority to prevent illegal distribution of margarine, 
and its sale or serving under the guise of butter. From July to October, 
1951, manufacturers and oil mills were inspected, training seminars 
were held within the regulatory staff, project plans and instructions 
were issued, and a statement of policy was published in the Federal Reg- 
ister. As soon as FDA inspectors authorized under the appropriation 
for enforcement of the oleomargarine amendment could be appointed, 
inspections of public eating places began. At the end of the fiscal year, 
23,747 such inspections had been made. 

At first, emphasis was placed on educating restaurant operators on 
the requirements of the new law. During the last few months of the 
year, citation notices were issued to operators of public eating places 
found violating the requirement that patrons be notified that colored 
margarine was being served. Three criminal actions were brought for 
alleged oleomargarine violations, two for fat below the official standards 
and one for the sale of margarine labeled as butter. 


Seafood Inspection Service 

Furnished on voluntary application of shrimp and oyster canners 
who meet the government’s requirements for sanitation and adequate 
controls, the seafood inspection service is supported entirely by fees 
paid by participating packers. During the fiscal year 14 canneries 
packed canned shrimp under inspection and 11 packed canned oysters; 
seven packed both. The year’s inspected pack increased to 212,882 
cases of shrimp and 74,914 cases of oysters. Toward the close of the 
year plans were under consideration for extending the service to pack- 
ers of frozen shrimp, shrimp specialty products and fresh iced shrimp. 


Products of Special Dietary Significance 


An attempt to undermine public confidence in the nutritive value 
of the Nation’s food supply is being fostered by mercenary and “fad- 


dist” elements. In times of national emotional stress, their efforts are 
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bearing undeserved fruit. Since unrestricted quantities of nourishing 
food are available to the American public at every grocery store, regard- 
less of the season, the Food and Drug Administration sees no cause for 
this concern. Those who are fomenting the idea that plentiful nutri- 
tious foods must be supplemented by pills and “elixirs” usually have a 
commercial interest in such food additives. They are presenting some 
of the most troublesome current problems faced by the Food and Drug 


Administration. 

Eating should be fun. Bread and cereals, meat, dairy products, 
fresh fruits and vegetables, and other staples of the American diet are 
more delectable than mill and refinery residues, desiccated greens, pills 
or bottled medicines, and equally, if not more, nutritious. People with 
hard-pressed food budgets are being victimized by the type of propa- 
ganda which implies that special additives are needed. 

For those who find it necessary to follow diets regulated by physi- 
cians, the Food and Drug Administration exerts every regulatory 
control to assure the proper composition of the recommended dietary 
food. During the year, 875 samples were assayed by 2,211 tests for 
compliance with labeled specifications. 

Among the regulatory actions terminated in 1951 was a long- 
litigated case described in previous reports. An injunction was stipu- 
lated to in April, 1951, to prevent misbranding claims by the firm and 
its 15,000 door-to-door agents. The product was a vitamin and mineral 
combination, with a base of dried alfalfa and various other greens 
Promotion of such products by lay canvassers, in the privacy of homes 
of prospective purchasers, inevitably results in sales to ailing and unin- 
formed people who do not know the cause of their fancied or sometimes 
desperately serious disease conditions. There is great danger that the 
use of such intrinsically harmless preparations for the treatment of 
undetected serious diseases, stimulated by impressive sales talks, will 
result in delay in seeking competent medical advice until it is too late. 

Unusual in injunction cases, the decree “spelled out” the claims 
which may and may not be made. The decree prohibits the sales argu 
ment that virtually all human ailments are caused by diet deficiencies 
and that medical diagnosis is not essential to successful treatment. 
Claims for 57 diseases are specifically banned—including indications 
that the product has any value in treating cancer, heart trouble, dia- 
betes, arthritis and rheumatism. After the injunction case was settled, 
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a criminal indictment of the firm and its principals was dismissed and 
several seizures were terminated by stipulation. 

A fine was imposed on the operators of a mail-order business in 
crude black molasses promoted by a booklet listing 27 diseases, none 
of which can be prevented or cured by dosage w ith molasses, however 
crude. Among the serious diseases listed were cancer, tuberculosis and 
heart disease. 

Seizure was made of a shipment of blackstrap molasses promoted 
ina “health food” retail store by displays of a “best seller’ book which 
extolled the virtues of blackstrap for lengthening life and for menopause 
difficulties, digestive disturbances, regrowth of hair on bald spots, and 
many other conditions; the government charged that such claims were 
false and misleading. The books displayed with the molasses were 
also seized, but were temporarily dismissed from the action because of 
a court finding that the libel did not show clearly the close relation 
necessary to constitute accompanying labeling. Seizure of the books 
was permitted in June, 1951, however, when this objection was met 
by an amended libel showing clearly that the book was used to foster 


sales of the seized molasses. 


Drug Traffic 


Approximately 75 per cent of the criminal actions alleging drug 
violations were directed against illegal sales of prescription drugs. 
These cases were based on aggravated abuses—not on an occasional 
error by the clerk of a pharmacist who did not sanction unauthorized 
sales. In about 90 per cent of the cases the drugs sold or refilled without 
prescription included barbiturates or amphetamines (Benzedrine or 
Dexedrine), which in many sections of the country are causing as 
much drug addiction as are narcotics. The other 10 per cent of the 
cases involved sulfa drugs, thyroid and various hormone preparations 
dangerous for self-administration. Frequently, violators were found 
to be selling both the habit-forming and other dangerous drugs. 

“Leads” to violators came from hospitalized victims, police officers 
and social workers in “skid row” sections, coroners, physicians, hos 
pitals, venereal disease clinics, and others faced with problems caused 
by the availability of dangerous drugs to addicts and other persons 
incapable of using them properly. Béfore each case was brought, FDA 
inspectors, without identifying themselves and without physicians’ 


authorization, made purchases of drugs which were restricted by their 
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labeling to prescription sale. In one instance, they obtained five bar 
biturate refills in ten days on a prescription issued to a woman who 
had committed suicide by taking overdoses of the drugs. Most drug 
gists refuse to sell prescription drugs without authorization. The 


fringe operators are a decided reflection upon the pharmacy profession. 


With the shutting-off of supplies of barbiturates and ampheta 
mines from ethical stores and the legal actions which are discouraging 
fringe operators, illegal drug traffic is going underground. So far, sup 
plies obtained from bootleg channels have originated from legitimate 
stocks. It is becoming increasingly necessary, however, to develop 
special investigating techniques to apprehend illegal sales. “Flying 
squadrons” of inspectors specializing in collecting the evidence required 
to convict underworld operators in federal court have supplemented 
district inspectors to good effect in areas where conditions are critical. 

Eighty-six convictions for illegal sales or refills of prescription 
drugs were obtained in federal courts in 1951, many including the firm, 
its owner, and one or more pharmacists as defendants. Eighty cases 
resulted in fines ranging from $5 to $2,500 for individuals included in 
the actions. In the other six cases, and in 14 where fines were assessed, 
the defendants were placed on probation for periods ranging from one 
to five years. One probation violator was sent to jail for eight months. 
\fter the end of the fiscal year, Congress enacted legislation to provide 
more effective and direct federal control in this field. 

The 1950 report listed two government appeals of injunctions to 
stop promiscuous mail-order shipments of prescription hormone prep 
arations. On June 18, 1951, the Circuit Court of Appeals for the Ninth 
Circuit remanded these cases to the district court with instructions to 
issue permanent injunctions. After the appellate court decision but 
before the ban could be officially invoked, the firms conducted nation 
wide “going out of business sales,’ urging patrons to purchase a several- 
vears’ supply while they could still do so without prescriptions. The 
\dministration issued public warnings on the dangers of unsupervised 
use of the male and female sex hormones involved. Potential injury by 
stimulating dormant cancer cells in sex organs was stressed. Physicians 
aware of such dangers do not prescribe these drugs to persons who 
would be susceptible to such reactions. 

Ten dangerous drugs were recalled from the market in 1951—-in 
comparison with 17 in 1950 and 33 in 1949. Four of the 1951 recalls 


were undertaken voluntarily by the manufacturers, in each case with 
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prompt notification of the Food and Drug Administration. The other 
six recalls were initiated at the suggestion of the Administration. Four 
recalls were necessitated by nonsterility of the product, two by errors 
in labeling, one by faulty directions for use, two by unusual reactions in 
patients and one because the drug had transmitted a rare disease in 
some patients. About 57,000 bottles of a drug were recalled when seri- 
ous eye infections of several patients revealed that the drug was con- 
taminated with one of the types of bacteria the product was intended 
to kill. 

Manufacturing controls in drug plants in general have shown a 
gradual but steady improvement along the special lines recommended 
in the 1949 report. This has resulted not only in fewer recalls but in a 
reduction in seizures of pharmaceuticals failing to meet official or pro- 
fessed standards of composition and purity. Low-strength conjugated 
estrogens accounted for nearly all of the nonofficial drug preparations 
removed from the market by seizure in 1951. 

A federal judge, in fining a corporation and its president and chief 
chemist $4,500 for shipping an improperly compounded anesthetic that 
had caused injuries to 67 persons, commented on the progress in the 
drug industry as a whole, in contrast to the careless practices of the 
defendant firm, and added : 

The court can’t lose sight of the fact that any company that is engaged in the 
drug business is under the strictest duty to maintain the integrity of that in- 
dustry. The public has no way at all of protecting itself against the use of 
harmful drugs. 

In proprietary-remedy cases, the courts were particularly critical 
of untrained persons who prepared medicines and recommended their 
use for disease conditions. A compounder of an acetone preparation 
for hemorrhoids was sentenced to a federal work camp by a judge 
who said: “You're not an expert or a medical man. You have no more 
business treating people for disease than I have.” 

The heaviest sentence of the year was nine years in prison and a 
$9,000 fine imposed on an “African herb doctor” who testified at the 
trial that he took his formulas from a book by the “noted Dr. Culpepper 
of England.” He later agreed that he was aware that this physician 
had died in 1640, and admitted that he himself had been convicted in 
three states for the illegal practice of medicine. The judge commented 
that “many people fall prey to this sort of thing through ignorance. 
Untold hundreds and thousands use these quack medicines to their 


detriment.” 
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An “Indian herb doctor” enjoined in October, 1950, was operating 
a combined motor court and treatment center for “sick and afflicted 
persons” who, according to his post-card advertising, “come from all 
over the United States in request of relief of their ailments.” The 
federal case was brought because “runners” were taking his perishable 
medicine in unlabeled quart jars across state lines to patients who 
were buying weekly refills. The same nauseating concoction of ground-up 
external animal growth, milk and nitrates apparently was used for 
all diseases, which the “herb doctor” diagnosed by looking at the 
patient’s hands and nails. The FDA inspector who joined the patient 
line-up was told he had diabetes, advised against insulin, and forced 
to drink a glass of the unpalatable medicine before he left the premises. 


Another injunction petition was denied by the United States 
district court and has been appealed. A “cancer clinic” alleged to be 
shipping worthless “cures” in interstate commerce was defendant. 
The appeal will be heard in the next fiscal year. Controversies in the 
district court trial developed over testimony of satisfied and dissatis- 
fied patients, or relatives of cancer patients who did not survive to 
testify. As in other trials involving patient-witnesses, the government 
testimony was backed up by physicians who attended patients, both 
before and after treatment by the supposed cure, and who testified 
that it was worthless. 

Also brought before a federal court in 1951 were the promoters 
of a worthless cancer “cure” and general nostrum called “Fountain 
of Youth.” The preparation was a simple mixture of oils, suet and 
spices. The promoters, who received one-year suspended prison terms 
and were fined, mixed religion with their therapy. The product was 
labeled: “Praise God From Whom All Blessings Flow. We hope and 
pray we have discovered the road to freedom from disease.” The 
judge warned the defendants to stay out of the drug business or go 


to jail. 


New Drugs 


During the fiscal year, 538 new-drug applications were received, 
and 427 were permitted to become effective. These include 178 appli- 
cations for veterinary products, of which 171 were allowed to become 
effective. No applications were formally revoked or refused. The 
criterion for approval of new drugs is safety when used as directed 
in the labeling. Therapeutic claims of efficacy are subject only to 
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the general drug provisions of the law, which apply after a new drug 
is marketed. 

Among the important new drugs considered during the year were 
a blood plasma extender, a number of ACTH and cortisone products, 
preparations of the antibiotic drugs neomycin and polymixin B, a 
synthetic morphine substitute, a number of curarelike drugs and 
some new anticoagulants. A substantial number of applications in- 
volved combinations of antihistamines with other drugs. 


Therapeutic Devices 

Defective thermometers or condoms accounted for 17 of the 40 
devices seized. Sixteen others were various types of electrical ap 
paratus misleadingly labeled as weight reducers or treatments for 
disease conditions. Others included colonic irrigators, pinhole spec 
tacles to correct eye troubles, inhalers, and plastic suits for weight 
reduction, all labeled with misleading claims. 

Most dangerous, apart from vicious claims which many made to 
cure serious diseases, was an X-ray machine being used to remove 
superfluous hair by a beauty-shop operator without training in the 
X-ray field. Doses heavy enough to kill hair follicles will cause severe 
injury to the skin which may even result in skin cancer many vears 
later. Heating pads without thermostatic controls were other danger 
ous devices seized. 

\ criminal action tried before a jury for eight days ended in the 
conviction and fine of a manufacturer of a fake device resembling a 
flashlight with a roller on the end, and several attachments which 
delivered an electric shock to the user. Under another name, it had 
been the subject of a contested seizure trial in 1941, when the judge 
who upheld the seizure said: “The claims made for the device were 
as falsely misleading as well might be possible by’ the use of the 
English language.” The manufacturer ceased operations, but re- 
sumed them after the war. He changed the claims for the rechristened 
device to some extent, but still promised that it would help arthritis, 
earache, menstrual disturbances, sleeplessness, nervous disorders, 
rheumatism, heart attack, and paralysis, and that the wire hairbrush 


attachment would remove dandruff. 
Another criminal action resulting in a fine was taken against a 


firm shipping a device intended for internal massage of the prostate. 


In addition to false and misleading claims for the device, it was 
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charged to be dangerous if used as directed. After the trial, manu- 


facture and distribution ceased. 


Cosmetics and Colors 

Two types of cosmetic preparations were seized as dangerous. 
One involved several shipments of ammoniated dental cream con- 
taining hard, irregular slivers of an ingredient material. The other, 
labeled “Assorted Character Make-up,” contained uncertified dyes. 
Seizure of a shipment followed hospitalization of a child whose face 
became swollen after using the creams for Halloween. 

Another seizure, actually of a device, removed from the market a 
shipment of “color combs” falsely labeled as containing dyes comply- 
ing with food and drug regulations. No actions were required during 


the year involving the use of uncertified colors in foods and drugs. 


Certification Services 

\ll coal-tar colors used in foods, drugs and cosmetics (except hair 
dyes) must be from batches certified as safe and suitable for use. In 
1951, 4,466 batches, representing 4,855,120 pounds, were certified. and 
38 batches, representing 19,463 pounds, were rejected. 

Predistribution testing and certification of certain drugs which 
cannot be controlled adequately under usual regulatory procedures 
are provided by four amendments to the act. Examination of 298 
samples resulted in the certification of 67 materials for use in making 
batches of insulin-containing drugs, and 71 batches of insulin, 87 
batches of protamine zinc insulin, 44 batches of globin zinc insulin, 
and 27 samples of NPH insulin, the latter admitted to certification 
during the fiscal year. One trial mixture of protamine zinc insulin 
was not approved because it failed to meet the biological tests, and a 
batch of NPH insulin was withdrawn by the manufacturer when viable 
mold organisms were found during the tests. 

Examinations were made of 17,485 batches of penicillin, strepto 
mycin, dihydrostreptomycin, aureomycin, bacitracin, and chloram 
phenicol, and preparations containing these antibiotics. This is an 
increase of 254 batches over the batches examined during the preced 
ing year, even though the 1951 totals do not include crystalline peni- 


cillin G sodium and potassium which were exempted from certification 
in April, 1950. Ninety-four of the batches examined during 1951 were 
rejected for certification for failing to meet the following standards: 
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sterility (56), potency (24), histamine content (five), pyrogens (four), 
residual streptomycin content in dihydrostreptomycin (three) and 
moisture (two). Examinations of 838 official samples of certifiable 
antibiotics collected from trade channels resulted in manufacturers’ 
recalls of 44 batches from the market. Forty of these had lost sub- 
stantial potency subsequent to certification and four were labeled with 
incorrect expiration dates. Seizures were made of two shipments of 
a preparation falsely represented as containing aureomycin. 


Regulation-Making Activities 

Only two changes were made in the general enforcement regula- 
tions. Provision was made for the special labeling of cheese being 
held for aging or requiring other specific types of labeling under the 
requirements of the cheese standards. The import regulations were 
amended to recognize the conditional release of imported articles to 
be brought into compliance with the law by relabeling, by manipu- 
lation (including cleaning or sorting to remove adulterated portions) 
or by other means. Payment for supervisory costs of such recondi- 
tioning operations was specified. 


The hearing to establish spray-residue tolerances, which started 


in January, 1950, and was discussed in the last report, was completed 
in September, 1950. The American Phytopathological Society made 
significant contributions by presenting results of a nation-wide sur- 


vey of substances used in plant pathology. Throughout the hearing 
the Food and Drug Administration received the close cooperation 
of the Public Health Service; the Bureau of Entomology and Plant 
Quarantine and the Insecticide Division of the Production and Mar- 
keting Administration, United States Department of Agriculture; 
many state agencies; and others vitally concerned in the substances 
required in the production of food crops and the residues that may 
safely be permitted to remain on the food when it is marketed. Be- 
cause of the voluminous record, it was impossible to issue a proposed 
order setting tolerances during the fiscal year. 


Food Standards 
Several orders were issued based on other hearings concluded in 
1950. Final orders were promulgated fixing definitions and stand- 
ards of identity for practically all cheeses and foods made from 
cheese products; and for mayonnaise, French and other salad dress- 
ings. The omission of cream as an optional ingredient in salad 
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dressing was appealed by a manufacturer of a product containing 


it. The Court of Appeals for the Third Circuit remanded that part 
of the order to the Administrator to reopen the hearing to take further 


evidence on whether cream should be included as an optional ingredient. 


A proposed order establishing definitions and standards of identity 
for several kinds of bread and rolls was published in the Federal 
Register of August 8, 1950. Certain consumer groups expressed ap 
prehension because they misunderstood the provisions of the proposed 
standard for white bread and thought the Administration was trying 
to put a ceiling on bread quality. In a special notice to consumers 
entitled “The Facts About Bread Standards,” FDA explained that it 
was attempting, in harmony with its food standards obligations, to 
provide for accurate labeling by name so that the consumer can 
make his own choice of the type of bread he wants, and that breads of 
different identity than white bread can be marketed under properly 


descriptive names. 


Other tentative orders proposed definitions and standards of 
identity and fill of container for frozen fruits in bulk and in consumer 
sized packages, and definitions and standards of identity, quality, 
and fill of container for canned corn. Amendments were proposed 
to the canned mushroom standards by deleting certain optional in 
gredients but permitting limited amounts of ascorbic acid as an 
optional ingredient. A hearing was held and a proposed order issued 
in 1951 to amend the standard of identity for evaporated milk, which 
would raise the minimum requirement for the optional ingredient, 
vitamin D, and change the method for its determination. 


Other hearings held in 1951, for which no proposed orders have 
yet issued, covered definitions and standards of identity for ice cream 
sherbets and ices (still in progress); amendments to the definitions 
and standards of identity for preserves, jams, fruit jellies and fruit 
butters to change the provisions on optional sweetening ingredients; 
and for oleomargarine, to increase the minimum vitamin A content 
of fortified oleomargarine, permit the use of additional types of 
vitamin A, include certain citrates and soya products as optional 
ingredients, and provide for the name “margarine” as a synonym for 
“oleomargarine,” as is done in the oleomargarine amendment to 
the act. 
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Court Interpretations 


The Supreme Court on March 26 reversed the Court of Appeals 
for the Tenth Circuit, and thus upheld the District Court of New 
Mexico by ruling that “imitation jam” is a legal product of interstate 
commerce. The court said that the product in question “purports and 
is represented to be only what it is . . . an imitation. It does not 


purport nor represent to be what it is not . . . genuine ‘jam’.” 


The Court of Appeals for the Ninth Circuit held that the Ad 
ministration has full authority to require the prescription legend 
on drugs which cannot be safely and effectively used by the layman 

A decision of the Court of Appeals for the Second Circuit held 
that green coffee beans fall within the statutory definition of a food 
The decision followed a consolidated appeal of conflicting decisions 
of the District Courts of Eastern New York and Southern New Yor! 
in seizure actions against “coffee sweepings.” The former had found 
that green coffee was food and upheld two seizures, the latter had 
dismissed a third seizure on a finding that green coffee was not food 
and therefore not subject to the requirements of the act. 

The Court of Appeals for the Tenth Circuit held that devices as 
sembled after interstate shipment and misbranded with physically 
unattached circulars not shipped interstate were subject to seizure 
and condemnation. 

The Court of Appeals for the Seventh Circuit upheld the District 
Court for the Southern District of Indiana in a ruling that two ship 
ments of adulterated tomato catsup, both seized in the Eastern Dis 
trict of Missouri, could not be transferred to the Southern District 
of Indiana for trial. The statute authorizes transfer of adulteration 
cases only when two or more such cases are pending in two or more 
jurisdictions. In another seizure transfer case, the Court of Appeals 
for the Fourth Circuit sustained an opinion of the Southern District 
of West Virginia that a single seizure proceeding alleging both adultera- 
tion and misbranding cannot be transferred to another district court. 

In denying a motion to dismiss a criminal action on the ground 
that the defendant did not offer the article for interstate shipment, 
the District Court for the Southern District of California ruled: 
“A sale the parties to which are from different States, when such sale 
necessarily involves transportation of goods, is a transaction in inter 
state commerce.” 
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The Court of Appeals for the Ninth Circuit held that “adequate 
directions for use” requires a statement in the labeling setting forth 
the purpose for which the drug is to be used. 

The District Court for the Eastern District of Washington held 
that an officer of a corporation may not refuse to grant permission 
to inspect the firm’s plant. 


Other Acts Enforced 

Tea imports, examined under the Tea Importation Act, were th: 
largest in the history of the act. Shipments examined in the fiscal 
year 1951 totaled 106,266,696 pounds. Rejections because the tea did 
not measure up to standards amounted to only 140,202 pounds, o1 
0.13 per cent. One rejection by the examiners was appealed, but the 
United States Board of Tea Appeals upheld the examiner’s decision 

No violations were encountered under the Filled Milk Act and 
only one under the Caustic Poison Act, a sodium hydroxide wood 
bleach not labeled with the word “Poison” or with directions for 
treatment in case of injury. Importation of milk from Canada under 
the permit system provided by the Import Milk Act continued at the 


low rate of recent years. 


Scientific Investigations 

Fundamentally, the Food and Drug Administration is a scientific 
institution, working through law for the welfare of the consumer 
Every action must be based on scientific fact. Many institutional and 
private scientists contribute to the large body of scientific data em 
ployed. It is the special function of the regulatory scientist to verify 
their findings, adapt them to enforcement problems and supplement 
them by original research in fields which others have not explore? 
All of the scientific investigations conducted by the Food and Drug 
Administration are specifically aimed toward evaluating and testing 
foods, drugs, devices and cosmetics. 

“[-valuating” is not a narrow term. It encompasses the safetv of 
products, the contribution which each constituent makes to a mixture 
and the changes it may cause, consumer conceptions, professional opi: 
ions, and the many other factors that go into furthering the purity, 
safety, and accurate and informative labeling of the regulated com 
modities. 

Testing goes beyond dictionary definitions. Frequently, in this 
field, there is no objective test until the regulatory scientist devises 
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it, and he must keep improving his own tests to keep up with the 
times. He must advance with industrial progress, adapting his analyt- 
ical methods to more precise instruments as they are developed, and 
sometimes inventing his own. He must be alert to every new substance 
proposed for use and often isolate and measure minute amounts so 
that the biologists and pharmacologists can measure their effect o 
living organisms. 

In order to estimate the effect of the introduction into the national 
diet of synthetic emulsifying agents, extensive animal-feeding tests 
are continuing. Numerous emulsifiers were proposed at the bread 
standard hearings. Many are finding their way into other food prod- 
ucts, and the studies have been expanded as the food use of the emul- 
sifiers increases. Since 1948, over a thousand animals of several 
species have been tested with a wide range of diets to which the test 
material was added. 

Also still under way are extensive studies of the effects of insecti- 
cides on warm-blooded animals. Two-year rat-feeding tests with pyre 
thrum, rotenone and methoxychlor were completed in 1951. Figures 
obtained from analyzing samples of human fat and mothers’ milk 
have indicated that man stores DDT in his fat at five parts per million, 
or at about the same rate as the rat. The milk tested averaged 0.1 
part per million. 


Chemical studies of poisonous residues have been directed toward 
accurate measurement of minute amounts. A rapid qualitative test 
for detecting as little as two parts per million of the deadly rodenti- 
cide “1080” in foods or biological tissues was developed and used 
to study the distribution of the poison in the tissues of test animals. 
Techniques were developed for using chromatographic adsorption 
columns and various ion-exchange resins to remove natural waxes 
and other substances that interfere in the determination of benzene 
hexachloride. An analytical method developed by the Bureau of 
Entomology and Plant Quarantine was refined in collaboration with 
that bureau and a food-processing laboratory to such a degree that 
it will detect as little as 0.1 part per million of benzene hexachloride 
in fats and oils and 1.0 part per million in other foods. A quantitative 
method for determining accurately as little as 10 millionths of a gram 
of mercury was perfected. 


In collaboration with other organizations, through the U. S. P. 
Study Panel on Vitamin B ,,, a microbiological assay procedure for 
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vitamin B ,, was developed that will make possible more effective con- 
trol of the potency of pharmaceutical preparations for the treatment 
of pernicious anemia. The discovery of vitamin B ,, in 1948, and its 
subsequent identification as the pernicious-anemia principle of liver 
preparations was a major advance in medical science. The new assay 
method has been accepted by the United States Pharmacopeia, and 
after January 1, 1952, liver extracts will be labeled to show their 
vitamin B ,, activity. For more than 20 years it had been possible to 
measure the potency of liver-extract preparations only by clinical tests 


on pernicious-anemia patients. 


During the past year it was concluded that pyridoxine (vitamin 
B ,) is essential to human nutrition. There is insufficient evidence to 
determine the minimum daily requirement, but preliminary studies 
suggest that it is in the same range as that for thiamine. Methods 
for the determination of vitamin B , have been unsatisfactory ; during 
the year a chemical colorimetric method was developed in the Food 
and Drug Administration that is suitable for routine application to 
complex pharmaceutical products. It needs further study and con- 
firmation, however, in dealing with lower potency materials, such as foods. 


Among the other drug methods developed during the year were 
those for the determination of free estrogens in oil solution, suspen- 
sion and tablets; antihistaminics; and butycaine. Projects now under 
investigation include analytical methods for conjugated estrogens, 
cortisone and related adrenal cortex hormones, androgenic hormones, 
progesterone, and epinephrine and related compounds. The Adminis- 
tration has cooperated with the United States Pharmacopeia Revi- 
sion Committee in a collaborative assay of ACTH, leading to the 
adoption of a reference standard for it, badly needed in view of its 


increased therapeutic use. 


Three new insoluble penicillins were studied for toxicity and blood 
concentration and one new insoluble penicillin and an aureomycin 
suspension for pediatric use. New sterility investigations for anti- 
biotics have been undertaken in an attempt to find suitable inactiva- 
tors. Chemical methods for the determination of chloramphenicol 
and of histamine in dihydrostreptomycin sulfate have been completed 
and are now under way for the determination of mannosidostrepto 
mycin in the presence of streptomycin and histamine in streptomycin. 
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Antibiotic studies also included the development of methods of 
assay for penicillin, aureomycin and bacitracin in animal-feed con 
centrates, and in the final feed. /n vitro studies of four antibiotics 
against three species of brucella showed that terramycin was less 
effective than neomycin, aureomycin or streptomycin. 

In an evaluation of penicillin tooth powder for safety, extensive 
studies were made on the development of resistance to penicillin of 


various micro-organisms found in the mouths of individuals using 


e 
i 


the tooth powder for extended periods. Investigations were ma¢ 
also of other products incorporating antibiotics, including gauze pads 
impregnated with streptomycin, bacitracin and polymyxin. These 
were tested on infected wounds of guinea pigs. 

\ joint study with the United States Naval Dental School on the 
bacteriology of the oral cavity has been in progress during the year 
to furnish basic information for the evaluation of oral antiseptics. 

Originally used as an antioxidant in the rubber industry, tetra 
ethylthiuramdisulfide was recently found to be a useful adjunct in 
the treatment of chronic alcoholism. Life-span tests on rats at vary 
ing dosage levels are being conducted in order to find out whether 
any harmful effects might be expected from the long-continued use 
of this chemical as a drug. Some adverse effects on the nervous sys 
tem have been observed. Studies are being made also on the value and 
possible untoward effects of two “plasma extenders,” dextran and 
polyvinyl pyrrolidone, intended for use in emergencies where whole 
blood or blood plasma are not available. Storage of polyvinyl pyr 
rolidone in several organs has been observed. 

The safety and efficacy of veterinary preparations are under con 
tinual investigation. Negative results were obtained when wheat 
germ oil was fed to cattle for the treatment of brucellosis. Poultry 
feeding studies of nux vomica and powdered gentian, the basic drug 
ingredients of most poultry tonics, showed no value for increasing 
the intake or utilization of feed. Also ineffective was the use of tri 
ethylene glycol vaporization in the prevention or control of New 
castle disease of poultry. 

Cosmetic investigations completed during the year included two 
new techniques for application of spectrophotometric procedures in 
analytical chemistry and improved methods for analyses of hair dyes 
and for identification of surface-active agents. Several of the newer 
soapless detergents were studied for their irritating effect on the 
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skin or eyes. While not recommended for use in the eye, they 
frequently reach the eye when used in shampoo formulas or gelatin 
bath capsules which sometimes squirt out their contents unexpectedly 


when broken. 


Field and laboratory studies on decomposition of food have con 
tinued along both chemical and microanalytical lines. The reliability 
of butyric acid and water-insoluble acids as an indication of the use 
of decomposed cream in butter has been confirmed by further study. 
Galacturonic acid appears to be one of the byproducts of decomposi 
tion in fruit and offers a promising means of detecting the use of 
unfit fruit in juices and concentrates. A new and more sensitive 
method for determining it in fruit products was perfected. Micro 
analytical methods have been improved also for detecting rot in fruit 


products and tomatoes. 


Work on the improvement of analytical methods is continuous, 
as are studies on the isolation and detection of various food-poisoning 
agents and the developmental work on which the formulation of 
standards is based. Frequently such studies do not fit into fiscal year 
reporting—in fact, many can probably never be considered “finished 
business” to a regulatory agency. 

One investigation was definitely planned on a one-year basis 
however, and it was the largest single study enterprise of the year 
The last annual report mentioned the beginning in the spring of 1950 
of a comprehensive inquiry into wheat and corn contamination. In 
this program, data were obtained to determine the relation between 
insect and rodent contamination of grain and contamination of the 
flour and meal made from it, to evaluate the effectiveness of mill 
cleaning equipment, and to determine the condition of commercial 
grain being delivered to the mills and available on the market. Such 
information should help the miller to guard against the acceptance of 
grain unfit for human consumption. 


Correlated samples of wheat and corn before and after cleaning, 
and of flour and corn meal made from it, were collected at each of 23 
cooperating mills at monthly or semimonthly intervals throughout 
a year. Also, samples representing over seven million bushels of wheat 
and five million bushels of corn were collected as delivered to repre 
sentative mills, from railroad carlots, and at terminal markets, along 
with information regarding the type of grain, state of origin, grade 
and other pertinent facts. 
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These samples were carefully examined by trained personnel for 
evidence of insect infestation and rodent contamination and the result- 
ing mass of data, coded and tabulated on punch cards, is now under 
study. Results will be published. 


Enforcement Statistics 
The percentage of time to be devoted to each class of product is 
determined at the beginning of the fiscal year under a planned project 
system of operations. The seriousness and extent of violations antici- 
pated in each industry, and its volume of output, are the controlling 
factors in the apportionment of enforcement activity. 


Table 2.—Enforcement activities during the fiscal year 1951 











Percentage 

distribution Number of Number of 

of enforce- factory samples 

Item ment time inspections collected 
Domestic 90.8 13,357 27,665 
Foods 62.5 10,637 20,619 
Drugs and devices 26.5 1,954 5,418 
Vitamins and foods for special dietary use 5.8 289 1,185 
Cosmetics and colors 2.2 414 362 
Other acts and miscellaneous 3.0 63 81 


Import 





9.2 0 13,188 





Table 3.—Number of samples on which criminal prosecutions and seizures were 
based and number of court actions instituted during the fiscal year 1951 











Criminal prosecu- Seizures accom- 








Total tions instituted plished Injunc- 

——--— - = —————- tions re- 

Violative Violative Violative quested 

Item samples Actions samples Actions samples Actions 
Total 3,207 1,692* 1,210 347* 1,997 1,341 4 
Foods 2,197 1,336 632 240 1,565 1,094 2 
Vitamins and foods for 

special dietary use 68 42 25 12 43 30 0 
Drugs and devices 933 313 553 102 380 209 2 
Cosmetics and colors 7 7 0 0 7 7 0 
Caustic poisons 1 1 0 0 1 1 0 


*In seven criminal prosecution cases both food and drug violations were alleged in 
the same information. 


The seizure actions shown in Table 3 are usually terminated before 
the end of the year, except for a few in which court contests are pend- 


ing. In some cases, criminal prosecutions and injunctions instituted 
in one fiscal year are not actually terminated in federal court until 
the following year or even later. The number of samples on which 
actions are based always exceeds the number of actions. A variety of 
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articles may be seized in a single shipment, while criminal actions are 
usually based on a number of counts and each sample usually repre- 
sents a single shipment which forms one count. 


Table 4.—Import inspections and detentions during the fiscal year 1951 











Inspected 
Inspected and and 

Item Total refused entry released 

Total ial: ae oo, 39,942 7 5,344 . +1 34,598 
Foods 34,123 3,851 30,272 
Vitamins and foods for special dietary use 125 42 83 
Drugs and devices 5,477 1,385 4,092 


Cosmetics, colors and miscellaneous 217 66 151 





In the 349 criminal actions terminated during the year, the fines 
paid, or assessed in cases pending on appeal, totaled $171,060. The 
heaviest fine in a single case was $9,000. In 56 actions the fines were 
$1,000 or more. Jail sentences were imposed in 21 cases involving 
22 individual defendants. The sentences ranged from one day to nine 
years, and averaged 16 months. For 18 defendants the jail sentences 
were suspended, and they were placed on probation. 

Records of actions terminated in the federal courts were published 
in 1,698 notices of judgment issued during the year. 


@ NEW YORK ENFORCEMENT OF INTRASTATE FAIR TRADE @ 


The owner and operator of a retail drug store was granted injunc 
tive relief restraining a nonsigner of a fair-trade contract from advertis 
ing or selling pharmaceutical items at retail in the State of New York 
at prices less than those established in fair-trade contracts, by the 
Supreme Court of Queens County, New York, in an opinion dated 
April 2, 1952. The items were manufactured in New York, sold to the 
nonsigner in New York, resold by the nonsigner in New York and were 
the subject of fair-trade contracts entered into in New York. The 
transactions complained of were entered into in intrastate commerce; 
therefore, the defendant, although a nonsigner of a fair-trade contract, 
is guilty of unfair competition under the state fair-trade law. The argu- 
ment of federal prohibition against price restraint of nonsigners is not 
applicable. 

Justice Pette, in rendering the opinion, stated: 


“Tf this is not intrastate commerce, then that term is meaningless.” 
—Rothbauwm v. R. H. Macy and Company, Inc., CCH Trade Regulation 


Rep rts 7 67,256. 
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Leaders 


Malcolm R. Stephens, Associate 
Commissioner of Food and Drugs, Federal Security 
Agency, started his food and drug career on Octo- 
ber 16, 1930, as a food and drug inspector at 
Chicago. In 1932, he was transferred to St. Louis 
Station, where he specialized in fraud-investigation 
work. In 1934, he was made chief inspector at 
Minneapolis. When the seafood amendment was 
enacted, he was sent to New Orleans to organize 
the seafood inspection program. Later, he became 
chief inspector at New Orleans. In 1938, he was 
appointed Chief at St. Louis, and headed Chicago 
District from 1943 until his Washington assignment 
in July, 1951. 


Mr. Stephens is responsible for supervising the 
development and formulation of regulations and for 
co-ordinating the work of the divisions, except Busi- 
ness Operations. 

Born at Fort Smith, Arkansas, on February 20, 
1907, Mr. Stephens holds a B. S. degree in chemistry 
from the University of Arkansas. 
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LEADERS IN FOOD, DRUG AND COSMETIC LAW 


George P. Larrick, Deputy Com- 
missioner of Food and Drugs, began his career as a 
food and drug inspector at Cincinnati in 1923, after 
college work at Wittenberg College and Ohio State 
University. 


In 1928 he left his native Ohio and began admin- 
istrative duties at Washington headquarters. Two 
years later he was assigned to general administra- 
tive direction of the Food and Drug Administration's 
entire inspection force. In addition to his job as 
chief inspector, he directed many FDA investigations 
and took on side assignments as the occasion arose. 


As Assistant Commissioner from 1945 to 1948 
and as Associate Commissioner from 1948 to 1951, 
Mr. Larrick directed enforcement activities in the 
drug and cosmetic fields. As Deputy Commissioner 
he shares with Commissioner Charles W. Crawford 
responsibility for broad policy and management de- 
termination, including appropriation and other legis- 
lative recommendations. 
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Leaders 


Allan E. Rayfield became the 
first Director of the FDA's Division of Field Opera- 
tions in 1948. As director, he supervises the work 
of 16 field districts. The division sponsors training 
programs for inspectors and chemists, effectuates 
the Administration projects and programs, and 
serves as liaison office between the employees of 
the field and Washington. In this capacity it ad- 
vises the field of current developments in Washing- 
ton, and the administrative staff of the needs of the 
districts and of their policy recommendations. 


In 1935, Mr. Rayfield was appointed as a seafood 
inspector at Atlanta and soon became a supervising 
inspector. In 1937, he entered the permanent rolls 
as a full-fledged food and drug inspector and 
served at Atlanta, Philadelphia, New York and Balti- 
more, where he became chief inspector. In 1947, 
he was promoted to be chief inspector of Eastern 
District. 


Mr. Rayfield received a B. S. degree in chemical 
engineering from the University of Alabama in 1929. 
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LEADERS IN FOOD, DRUG AND COSMETIC LAW 





John L. Harvey, who is an Associate 
Commissioner, became a food and drug inspector 
in 1925 after serving with the Public Health Service. 
His first 23 years in the FDA were in the former 
Western District, and he played a major role in the 
history of two of the most critical regulatory prob- 
lems of the Northwest. He was at Seattle and, later, 
resident inspector at Salt Lake City during the turbu- 
lent spray-residue controversies of the late ‘twenties. 
His ‘‘new broom"’ when he became chief of Seattle 
Station in 1934 was directed against decomposed 
canned salmon. The industry developed its own 
control plan, which has virtually eliminated the ship- 
ment of unsavory salmon. 


From 1937 to 1948, Mr. Harvey was Chief of 
Western District. When the three-district geograph- 
ical system was replaced by a functional administra- 
tive system, he became Director of Litigation. 

As Associate Commissioner he is responsible for 
decision on all regulatory actions in the enforcement 
of the Acts administered by the FDA. 
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Leaders 


William A. Queen, the Chief of 
FDA's Division of State Cooperation and Chairman 
of the Food Standards Committee for the past ten 
years, was a chemist in the North Carolina Depart- 
ment of Agriculture from 1920 until 1942; the last 
19 years of this period were devoted to food and 
drug control. He became Associate State Chemist 
in charge of the North Carolina food and drug law 
in 1937, and was liaison officer with the North Caro- 
lina General Assembly when the North Carolina 
Food, Drug, and Cosmetic Act was passed in 1939. 


The division Mr. Queen heads was set up by 
Dr. Paul B. Dunbar in 1914, after a meeting of 
state and federal food and drug officials in Wash- 
ington. At this meeting it became apparent that 
some central organization for promotion and co- 
operation and the exchange of information would 
be mutually beneficial. It was first called the Office 
of State Cooperative Food and Drug Control. A 
Chief was selected from among the state officials, a 
practice which has been continued the few times 
a new appointment has been made. 
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James O. Clarke has been the 
Director of FDA's Division of Program Research since 
1948. Mr. Clarke, with a small staff of associates, 
selects the most significant types of violations re- 
quiring regulatory attention and apportions the field 
activities to be devoted to each project. 


He not only plans the field programs but, in co- 
operation with the Division of Field Operations, 
makes recommendations of the apportionment of 
the available staff in the 16 districts to give even 
coverage, with due consideration to the production 
load and consumption volume of each district. His 
activities are not confined to field operations, how- 
ever. He has been FDA's liaison officer with the 
Delaney Committee on Chemicals in Foods, partici- 
pates in budget recommendations and prepares 
many reports on FDA activities requiring a broad 
knowledge of the regulatory program. 

A native of Augusta, Georgia, Mr. Clarke at- 
tended the Georgia School of Technology, and re- 
ceived a B. S. in engineering chemistry. 
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Leaders 
IN FOOD, DRUG AND COSMETIC LAW 





Kenneth L. Milstead is the new 
Director of FDA's Division of Regulatory Manage- 
ment. He entered FDA as an analyst in 1935; ad- 
vanced in the service in the St. Louis, Chicago and 
Cincinnati laboratories; was selected to be Assistant 
Chief of Central District in 1943; and became Chief 
of Cincinnati District in 1945. 


Dr. Milstead is responsible for preparations for 
court contests, directing the special investigations 
and other activities necessary to the best possible 
presentation of the government's case. 


The division is staffed with technically trained 
people who can marshal and assist in the interpreta- 
tion for lay juries, attorneys and judges of complex 
factual evidence that embraces chemistry, pharma- 
cology, medicine, veterinary medicine, microscopy, 
bacteriology, nutrition, physics or other sciences. It 
monitors difficult cases in which contest is antici- 
pated—often from the initial factory inspection and 
sample collection. 
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7 FOOD LAW 
INSTITUTE SERIES- 


The Food Law Institute, Inc., was organized by a number 
of leading food manufacturers in 1949, and is principally 
supported by them. A public organization, the Institute was 
Each FLI established for constructive development of the food law, 
book comes in including the associated drug and cosmetic laws. It is ably 
handsomely designed ; 

hard bound covers, red and headed by Charles Wesley Dunn, a foremost authority on 


black, with gold stamping. food, drug, and cosmetic law. 


One of the major objectives of the Institute is to prepare basic research compilations 
of the food law. This will provide for everyone concerned with the law an adequate 
library of authoritative reference books on it. These books will be written by 
outstanding authorities in the field and will be published by Commerce Clearing 
House, Inc., leading publisher of Topical Law Reports and publications on federal 
food and drug law. The series of books will be known as the FOOD LAW 
INSTITUTE SERIES. 


These Three Books Are Already Available: 


® Federal Food, Drug, and Cosmetic Act, Judicial and Administrative Record 
—1938-1949, by Vincent A. Kleinfeld and Charles Wesley Dunn. 


® Federal Food, Drug, and Cosmetic Act, Judicial and Administrative Record 
—1949-1950, by Vincent A. Kleinfeld and Charles Wesley Dunn. 


® Federal Food, Drug and Cosmetic Law, Administrative Reports—1907- 
1949. Introduction by Paul B. Dunbar; Foreword by Charles Wesley Dunn. 


Projected Books in This Series Will Cover Such Subjects as: 


@ general state food, drug, and cosmetic laws @ food, drug, and cosmetic laws of 
the British Commonwealth @ modern nutrition law developed outside the food law 
@ federal and state action on the addition of chemicals @ a bibliography of the 
food, drug, and cosmetic law @ food products liability law @ others to come. 


For Details About Books Now Ready or to Reserve 
Projected Books, Write Today to: 


Sr eeeeeeceeeeeee CCH, PRODUCTS, COMPANY. **e*eeeeeeee8 
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